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Food 
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SUMMARY: The Food and Drug 
Administration (FDA) is amending its 
food labeling regulations to: (1) Provide 
definitions for specific nutrient content 
claims using the terms “free,” “low,” 
“lean, ” “extra lean,” “good source,” 
“high, 
“less, 

” “reduced,” “light” or “lite,” 
” “fewer,” and “more” and 

provide for their use on the food label: 
(2) provide for the use of implied 
nutrient content claims; (3) define and 
provide for the use of the term “fresh;” 
and (4) address the use of the terms 
“natural” and “organic.” This action is 
part of the food labeling initiative of the 
Secretary of Health and Human Services 
(the Secretary) and in res onse to the 
Nutrition Labeling and E s ucation Act of 
1990 (the 1990 amendments). 
EFFECTIVE DATE: February 14,1994, 
except 5s 101.16 and 101.13(q)(5) 
concerning restaurant firms consisting 
of 10 or less individual restaurant 
establishments for whom these sections 
will become effective on February 14, 
1995. 
FOR FURTHEA fN&JRMATiON CONTACT: 
Elizabeth J. Campbell, Center for Food 
Safety and Applied Nutrition (HFF- 
312), Food and Drug Administration, 
200 C St. SW., Washington, DC 20204. 
202-205-5229. 
SUPPLEMENTARY INFORMATION: 

I. Introduction 
A. Bockground 

In the Federal Register of November 
27,199l (56 FR 604221, FDA published 
a proposed rule (entitled “Food 
Labeling: Nutrient Content Claims, 
General Principles, Petitions, Definition 
of Terms” hereinafter referred to as the 
general principles proposal) to: (1) 
Define nutrient content claims (also 
known as descriptors) Lc :d to provide fat 
their use on foods labels; (2) define 
specific nutrient content claims that 

include the tsrms “free,” “low,” 
“source. ” “reduced,” “light” or “lite.” 
and “high”; (3) provide for comparative 
claims using the terms “less,” “fewer.” 
and “more”; (4) set forth specific 
requirements for sodium and calorie 
claims; (5) establish procedures for the 
submission and review og petitions 
regarding the use of nutrient co&ant 
claims; (6) revise 5 105.66 (21 (IFW 
105.66), to solely cover foods for special 
dietary use in reducing or maintaining 
body weight; (7) establish criteria for the 
appropriate use of the term “fresh;” and 
(8) address the use of the term 
“natural.” A document correcting 
various editorial errors in that proposed 
rule was published in the Fe&era1 
Register of March 6, 1992 (57 FR 8189). 

In the same issue of the Federal 
Register (56 FR 60478), FDA r&o 
published a proposed rule (entitled 
“Food Labeling: Definitions of Nutrient 
Content Claims for the Fat, Fatty Acid, 
and Cholesterol Content of Food” 
hereinafter referred to as the fat/ 
cholesterol proposal) to define and 
provide for the proper use of the 
nutrient content claims “fat free.” “low 
fat, ” “reduced fat, ” “low in saturated 
fat ” “reduced saturated fat,” 
“cholesterol free,” “low cholesterol,’ 
and “reduced cholesterol.” A documen’t 
correcting various editorial errors in the 
fat/cholesterol proposal was also 
published in the Federal Register of 
March 6,1992 (57 FR 8177). The agency 
published the fat/cholesterol proposal 
as a separate document from the general 
principles proposal, even though it had 
based the two documents on the same 
statutory provisions, because it had 
published a tentative final rule on 
cholesterol content claims in the 
Federal Register of July 19, 1990 (55 FR 
29456). FDA included proposed 
definitions for fat and fatty acid content 
claims in the fat/cholesteroI proposal 
because of the interrelationship among 
these nutrients and cholesterol in the 
etiology of cardiovascular disease. 

Also in the same issue of the Federal 
Register (56 FR 60507) FDA published 
a proposed rule (entitled “Food 
Labeling: ‘Cholesterol Free,’ ‘Low 
Cholesterol,’ and ‘- Percent Fat 
Free’ Claims”) to define “cholesterol 
free” and “low cholesterol” and to 
provide for the proper use of these term: 
and the term “ - percent fat free.” 
The proposed rule was intended to 
ensure on an interim basis that these 
terms are not used in a manner that is 
misleading to consumers. 

The general princip!es proposal (56 
FR 60421) and the fat/cholesterol 
proposal (56 FR 60478) were issued as 
part of the agency’s food label reform 
initiative and in response to the 1990 

amendments [Pub. L. 101-535). The 
food label reform began in 1989 when 
FDA published an advance notice of 
proposed rulemaking (ANPRM) that 
announced a major initiative concerning 
the use of food labeling as a means for 
promoting sound nutrition. The 
following year (November 8, 1990) the 
President signed the 1990 amendments 
into law. This legislation clarified and 
strengthened FDA’s legal authority to 
require nutrition labeling on foods and 
to establish those circumstances 
whereby claims can be made about 
nutrients in foods. Now as FDA 
prepares to implement the new 
regulations, the agency reiterates that 
the 1990 amendments have three basic 
objectives. They are. (1) To make 
available nutrition information that can 
assist consumers in selecting foods that 
can lead to healthier diets, (2) to 
eliminate consumer confusion by 
establishing definitions for nutrient 
content claims that are consistent with 
the terms defined by the Secretary, and 
(3) to encourage product innovation 
through the development and marketing 
of nutritionally improved foods. With 
these goals in mind, the agency believes 
that the new regulations will reestablish 
the credibility of the food label. 

With respect to nutrient content 
claims, the 1990 amendments amended 
the Federal Food, Drug, and Cosmetic 
Act (the act) by adding section 
403(r)(l)(A) of the act (21 U.S.C. 
343(r)(l)(A)) which states that a food is 
misbranded if it bears a claim in its 
label or labeling that either expressly or 
implicitly characterizes the level of any 
nutrient of the type required to be 
declared as part of the nutrition 
labeling, unless such claim is made in 
accordance with section 403(r)(2). 

The agency received over 1,800 
comments in response to the general 
principles proposal, and 500 comments 
in response to the fat/cholesterol 
oroposal. Each comment addressed one 
7r more of the provisions in these 
proposals. The comments were from a 
variety of sources including consumers, 
health care professionals, trade 
organizations, manufacturers, consumer 
advocacy organizations, foreign 
governments, and State and local 
governments. Many of the comments 
generally agreed with one or more 
provisions of the proposal, without 
providing other grounds for support 
other than those provided by FDA in the 
preamble to the proposal. Several 
comments addressed issues covered by 
other proposals that are a part of this 
overall food labeling initiative atd will 
be addressed in those final documents, 
while other comments addressed issues 
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outside the scope of the proposal and 
will not be discussed here. 

A number of comments to the general 
principles and fat/cholesterol proposals 
suggested modifications in, or were 
opposed to, various provisions of the 
proposals. Because the general 
principles governing both documents 
are identical, and because the issues 
raised in comments responding to the 
two proposals are similar, FDA has 
chosen to address the comments on, and 
to establish regulations based on, both 
proposals in this single document. The 
agency will summarize the issues raised 
in the comments and address them in 
this document. 

The agency also r,otes that it received 
about ? 25 comments on the tentative 
f’inal rule on cholesterol content claims 
after the closing date for comments of 
August 20,199O. These comments were 
not addressed in the fat/cholesterol 
proposal. However, the agency hss 
reviewed these comments and is also 
responding to them in this final rule. 

As for the third mouosal on 
cholesterol claims*and “ -- percent 
fat free,” FDA has concluded l!hat this 
final rule will provide adequate 
assurance to consumers that these terms 
are not used in a misleading manner. 
Therefore, the agency is announcing 
that it is withdrawing this proposal. 
Comments that were submitted on this 
proposal (Docket No. 84N-153A) have 
been considered in the development of 
this final rule. They will be addressed 
with the other comments on the general 
principles propo.sal and the fat/ 
cholesterol proposal in this final rule. 

8. Foods for Special Dietary Use 
In 1978, FDA promulgated regulations 

in S 165.66 pertaining to the use of the 
terms “low calorie” and “reduced 
calorie” on foods represented as or 
purportirag to be for special dietary use 
in the maintenance or reduction of 
caloric intake or body weight. IJnder the 
1990 amendments, FDA is defining the 
terms “low” and “reduced” as nutrient 
content claims that identify the level of 
a nutrient in a food intended for 
consumption by the general population 
and is adopting specific definitions for 
the terms “low calorie” and “reduced 
calorie.” To reflect these actions, the 
agency is revising 5 105.66 to delete the 
provisions that define “low calorie” and 
“reduced calorie.” Because 5 165.66 was 
adopted under the authetrity of section 
403(jl of the act, these revisions must be 
made in accordance with the formal 
rulemaking procedures in section 701(e) 
of the act (21 U.S.C. 371(e)). Under these 
procedures, there is an opportunity to 
object to a final rule and to request a 
public hearing based upon such 

objection. Such an opportunity is not 
provided as part of the notice-and- 
comment rulemaking procedures that 
are appropriate for most of the rest of 
the rulemaking that FDA is doing in 
response to the 1990 amendments. 
Therefore, for administrative 
convenience, FDA is publishing the 
final rule amending $105.66 elsewhere 
in this issue of the Federal Register. 

XX. General Principles fcror Nutrient 
Content CIaims. 

A. Legal Basis 
FDA has the authority to issue this 

final rule regarding nutrient content 
claims under sections 201(n) (21 U.S.C. 
322(n)), 403(a), 403(r), and 701(a) of the 
act. These sections authorize the agency 
to adopt regulations that prohibit 
labeling that: (1) Is false or misleading 
in that it fails to reveal facts that are 
material in light of the representations 
that are made with respect to 
consequences that may result from use 
of the food, or (2) uses terms to 
characterize the level of any nutrient in 
a food that has not been defined by 
regulation by FDA. 
B. Scope 

Section 403(r)(l)(A) of the act 
provides that claims, either expressed or 
implied, that characterize the level of a 
nutrient which is of a type required to 
be declared in nutrition labeling may 
not be made on the label or in labeling 
of any food intended for human 
consumption that is offered for sale 
udess the chirn is made in accordance 
with section 403(r)(2). In the general 
principles proposal, the agency 
proposed to incorporate this general 
statutory requirement into proposed 
§ 101.13(a) and &I) and to establish a 
new 5 101.13 and the applicable 
regulations in part 101, subpart D (21 
CFR part 101) as the provisions 
governing nutrient content claims, 

1. One comment stated that the claims 
that are subject to the proposed 
regulations, which implement section 
403(r)(l)(A) of the act, are appropriately 
called “nutrierrt descriptors,” not 
“‘nutrient content” claims as proposed 
by FDA. The comment pointed out that 
the statutory language of the 1990 
amendments does no? in&de the 
phrase “nutrient content” claim. It 
stated that the words in section 
403(r)(ll(A) of the act refer to a covered 
claim as a clai+m that “characterizes the 
level of any nutrient * * *.” The 
comment’s purpose in contrasting the 
wording of the proposal and that of the 
statute is to limit the applicability of the 
regulation to claims about the level of a 
nutrient and to exclude statements 

about amounts of nutrients. The 
comment stated that simple factual 
information about the nutrient content 
of a food, for which no characterizing 
claims are made, is explicitly excluded 
from regulation under section 
403(r)(l)(A) of the act. It said that the 
last sentence in section 403(r)(l) of the 
act provides that a statement of the type 
contained ip nutrition labeling-for 
example, that a food contains 25 
calories per serving, or 10 percent of the 
U.S. Recommended Daily Allowance 
(U.S. RDA) for vitamin C, or 50 
miliigrams (mg) of sodium-is not a 
claim characterizing the level of the 
nutrient. The comment requested that !o 
assure that the regulations for section 
403(r)(l)(A) of the act claims are not 
misunderstood to extend to nutrient 
statements that do not “characterize the 
level of a nutrient,” all references to 
“nutrient content” claims be 
redesignated to “nutrient descriptors” 
or “nutrient descriptor claims.” 

The agency advises that while it can 
agree that the terms “nutrient 
descriptor” and “nutrient descriptor 
claims” may be used to describe the 
claims subject to section 403(r)(l)(A) of 
the act and these regulations, it does not 
agree that the scope of the statute and 
the regulations excludes statements of 
the amount of a nutrient in a food. The 
distribution the comment draws 
between “nutrient descriptors” and 
“nutrient content” claims is 
unpersuasive. In fact, one of the 
sponsors of the 1490 amendments in the 
Senate specificaily used the term 
“nutrition content claim” to refer to 
claims covered under section 403(r)(l) 
(A) (136 Cong. Rec. S16608 (October 24, s 
1990)). Moreover, the statement in 
section 463(r)(l) of the act referred to by 
the comment as excluding from 
coverage statements of the type 
contained in nutrition labeling, in fact 
excludes “a statement of the type 
required by paragraph (q) that appeers 
as pert of the nutrition information 
required or permitted by such paragraph 
* * *.I’ FDA stated in the general 
principles proposal (56 FR 60421 at 
60424],lh.& the legislative history of 
this provision specifically states that the : 
identical information will be subject to 
the descriptor requirements if it is 
included in a staterment in another 
portion of the label (~36 Congressional 
Record I-f5841 (July 30,lQSO)). In 
addition, section 403(r)(2)(E) of the act 
specifically exempts from the 
limitations on claims established in 
section 403(r)(2)(A)(i) through 
(r)(Z)(A)(v), “a statement in the label JI 
labeling of food which describes the 
percentage of vitamins end minerals it1 
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the food which describes the percentage 
of such vitamins and minerals 
recommended for daily consumption 
the Secretary.” If such declarations as 

by 

“10 percent of the U.S. RDA for vitamin 
c” were not within the scope of section 
403(r)(l)(A) of the act. th8re would have 
been no need for Congress to rovide a 
specific exemption for such P c aims. 
Fti-, section 3(b)(l)(A)(iv) of 
tbe 1990 amendments provides that the 
mandated regulations “shall permit 
statements describing the amount and 
percentage ofnutrients in food which l 

* * are consistent with the terms 
defined in section 403(F)(2)(A)(i) of such 
Act.” Again, if statements of the amount 
and percentage of nutrients were not 
subject to section 403(r)(l)(A) of the act, 
there presumably would have been no 
need for Congress to express its desire 

. that such claims be permitted by the 
regulations. Accordingly, FDA 
concludes that section 403(r)(l)(A) of 
the act and therefore these final 
regulations apply to statements of the 
amount of a nutrient in food as well as 
to statemenls of the level of a nutrient 
in food. This, FDA’s use of the term 
“nutrierl czr:er: &ms” is fully 
consislor’: i:jlh ik: r-zt. 

2. III jz:r ~:cs~zd rJ ? -!-.13(b)(3), FDA 
stated the: ::I Y-X:- ‘-:: content claims 
could be ~XJ :‘3 on f .zds specifiml!y 
intended EL-. :::!z:; and children less 
than 2 years cf age. 1 A few comments 
stated thar ia prs!l:‘;Xon was 
inconsisten: i;ILl tie overall intent of 
tbe 1990 azerd.mer:s, which is to avoid 
consumer co~~.kon by providing 
relevant and useful information to 
consumers Ey Wi-ki they can make 
informed fee:! ckolces. The comments 
said that sue:: a prok:bition would 
unfairly res:rkl Yi?rJent content claims 
on foods prkzrily intended for infants 
and children Isss than two years of age 
while allo;~~,:~ such clailns on products 
that, though Lzed primarily at adults 
and o!der cI.1!Gen, are actively 
promoted e::k on the label or in the 
advertising as being for use by infants or 
children less than 2 years of age. 
Although 1112 comments recognized the 
validity of K; arolLoition with respect 
to certain nir~rl&ts, they requested that 
the agency provide an exception from 
this general prohibition for claims about 

’ Tho agency notes that in the comments on the 
mandatory nutzition labeling proposal, one 
comment stated that tha tarm “toddk” was 
improperiy used. In the final rule for mandatory 
nutrition labeling, tha qex4cy agram with this 
comment and is replacing the tarm “toddler” with 
the phrase “children Iess than 2 years of age”. The 
term ” toddiar” was also used throughour the 
nutrient content claims prqlosaL ThtSrElbs, for 
clarity and consistency, tha agency is usiug the 
p...;; “children lass than two yesrs of age” in lieu 
of tho term “toddler” fn this final rub. 

other nutrients. Specifically, the 
comments requested changes that 
would, among other things, allow “no 
salt added” and “no sugar added” 
claims, permit ‘high protein cereal” to 
be so labeled, allow the 
tbe Reference Dally Int s 

ercentage of 
e (RDI) of a 

vitamin or mineral to be stated on the 
principle dispIay panel (PDF’), allow 
claims about fortification ofthe product 
with vitamins and minerals, and allow 
products te be labeled with a statement 
of identity that includes an ingredient 
that is a standardized food whose name 
includes a claim (e.g., “juice with low 
fat yogurt”) without the normal referral 
statements required for nutrient content 
claims. The comments maintained that 
these exceptions would place infant 
foods on a par with foods intended for 
the general population that are 
promoted for infants and children less 
than 2 years of age and would allow 
continuation of the long standing 
practice of providing information 
relevant to the perceived special 
nutritional needs of this 

The comments added ire 
oup. 
t permitting 

“no sugar added” and “no salt added” 
claims on these foods is consistent with 
recent research that shows that sugar 
and salt are not necessary for a baby’s 
palate, and that feeding sweetened or 
salted foods to infants can enhence their 
preference for such foods which is 
carried into adult eating patterns Such 
“no salt added” and “no sugar added” 
claims, the comments said, would~lso 
allow manufacturers to highlight 
products that are consistent with dietary 
recommendations for infants and 
children less than 2 years of age 

K 
rovided over the past 11 years by 
ealth authorities, including the 

American Academy of Pediatrics, the 
U.S. Surgeon General, and U.S. 
Department of Agriculture (USDA)/FDA 
Dietary Guidelines. 

In response to the comments, FDA has 
reconsidered the propriety of nutrient 
content claims on foods specifically 
intended for infants and chihlren less 
than 2 years of age. The agency now 
believes that the complete prohibition of 
nutrient content claims on foods for 
infants and children less than 2 years of 
age may have been overly broad. 
Although current dietary 
recommendations for Americans do not 
include infants and children less than 2 
years of age, there is no basis in the 
1990 amendments to limit nutrient 
content claims to only foods intended 
for the population over the age of 2. In 
addition, the agency cannot discount 
the possibility that information may be 
developed that will allow the agency to 
define specific claims on the level of a 
nutrient in the food that are appropriate 

for foods for infants and children ieas 
than 2 years of age. Such claims are 
subject to the requirements of section 
403(r) of the act. 1 

Accordingly, the agency has revised 
new S 101.13(b)(3) to state that no 
nutrient content claims may be made on 
foods for infants and children less than 
2 years of age unless 9 regulation 
speci&ally authari2ing such a claim 
has been established in part lo-1, 
subpart D, among certain other parts of 
the regulations. Interested persons may 
submit a petition under new 5 101.69 
with appropriate information that 
would provide a basis on which the 
agency could determine that a specific 
nutrient content claim wou!d be 
appropriate for foods for infants and 
children less than 2 years of age. 

The agency also notes that i! can 
permit, by reguktion under section 
403(j) of the act, claims that are made 
because of de special dietary usefulness 
of the food. The agency intends to use 
its authority under section a3(j) and (r) 
of the act to regulate foods for infants 
and children less than 2 years of age. In 
evaluating a petition for the use of a 
claim, it will-determine under which 
authority af the act the claim is 
appropriately regulated. Accordingly, 
the agency is including in new 
S 101.13fJ1(3) a reference to regulations 
in part 105 among those regulations that 
permit claims on foods for infants and 
children less than 2 yams of age. In 
addition, in the general principles 
proposal, IDA stated that the 
regulations in part 107. issued under the 
authority of section 412 of the act (21 
USC. 350), permit certain nutrient 
content claims on infant formulas, For 
clarity, FDA has also included part 107 
among the regulations permitting claims 
in new § 101.13(b)(3)). 

The comments that requested 
permission to make certain claims did 
not provide, nor has the agency 
developed, a sufficient basis on which 
to conclude that any of the nutrient 
content claims that FDA is defining, or 
any other claims, are eppro riate for 
food specifically intended & r infants 
and children less than 2 years of age. 
Although the agency is not prohibiting 
the statement of identity, “juice with 
low fat yogurt” because low fat yogurt 
is a standardized food and the statement 
of identity accluratelv characterizes the 
product, the agency notes that the other 
statements about the fat content of a 
product would be inappropriate on a 
food intended for iniknts and children 
less than 2 years of age. Such a food 
would be inconsistent with the 
guidance provided by various he&h 
authorities, which was noted in the 
general principles proposal and 
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published in tr report by the National 
Heart, Lung, and Blood knstituta, 
National Cholesterol Education Program 
(NCEP) (Ref. 11, that fat and cholesterol 
should not-be restricted in the diets of 
infants. 

The agency has also considered the 
request to authorize the use of “no sugar 
added” and “no salt added” claims on 
foods specifically intended for infants 
and children less thsn 2 yeers of age. 
The terms “no sugar added” and “no 
salt added” have been defined as 
nutrient content claims for adult foods 
in ~~10160(c)(2)and 101.61(c)(2) and 

i imply that the food is either “low” or 

1 
“reduced” in calories or sodium, 

1 
respectively However, because dietary 
guidelines urging Americans to 
moderate their intake of sodium and salt 

i 

1 

are specifically for adults and children 
over 2 years of age, claims QII foods 

; 
intended specifically for inf8nts and 
children less than 2 years of age ere not 
appropriate. Therefore, the agency is not 

j granting this request. 
i However, terms “unsweetened” and 
j “unselted” can be viewed differently. hr 
f the general principles proposal (56 FR 

60421 et 60437) the agency cited the 
September 22, 1978, final rule on label 
statements for special dietary foods (43 
FR 43238). In that final rule, FDA. 
concluded that the term “unsweetened” 
was a factual statement about an 
organoleptic property of a food, The 
genesal, principles proposal stated that 
the agency was not aware of any reason 
to change this view. Atthough the 
agency did not propose in the general 
principles proposal to define the terms 
“unsweetened” for foods intended 
specifically for infants and children less 
than 2 years of age the agency considers 
that this statement on baby food, as on 
adult food, is not intended as a nutrient 
content claim but as a taste claim. As 
such it is consistent with the 
recommendations of the Americart 
Academy of Pediatrics (Ref. 33) and the 
Surgeon General’s report (Ref. 4) that 
sugar should be added sparingly, if at 
all, to foods prepared for normal infants. 
Consequently, the agency believes that 
highlighting that a food is unsweetened 
may provide useful information about 
the organoleptic properties of the food. 
Accordingly, the agency is adding foods 
intended specifically for infants and 
children less than 2 years of age to the 
exceptions provided in S 101,60Ic1(3) for 
tbe term “unsweetened” as a factual 
statement. 

Similarly, the agency believes that a 
statement tha+ the food is “unsaltect” on 
foods for infants and children less than 
2 years of ige can also be viewed &s, a 
statement about the organoleptic 
properties of the food. This term is ,&XI 

con&tent with the recommend8tion 
from the s8me health authorities, noted 
in the comments, that. similar to 
sweetness, a salty taste is not necessary 
for an infant’s palate. The agancy 
recognizes that although the word 
“sweet” is used exclusively to identify 
a taste, the word “s&t” may he 
associated with the level of a nutrient ar 
with the taste of a food. However, 
consistent with the use of the word 
“unsweetened” as a statement of taste, 
the agency is permitting the term 
“unsalted” to be used on foods intended 
exclusively for infants and children less 
than 2 years of age. Tbe agency is 
providing in S 10181(c)(3) that 
“unsalted” may be used on these foods 
provided that it refers only ta the taste 
of the food and is not otherwise f&e 
and misleadiag. 

Fin&y, in keeping with section 
403(r)(2)(E) of the act as amended, 
which permits, without further 
definition, label statements that describe 
the percentage of vitamins snd minerals 
in the faod relative to the RDI, the 
agency concludes that it is appropriate 
to permit statements of this type on 
foods intended specifiicalky for infants 
and children less than 2 years of age. 
Elsewhere in this issue of the Federal 
Register, FDA is hsting values that may 
be used as RWs specifically for infants 
and for children under 4 years of age. 
These reference amounts provide an 
appropriate basis for label statements on 
foods intended specifically for infants 
and children less than 2 years of age 
that describe the percentage of vitamins 
and minerals relrttive to the RDi. 
Accordingly, the agency is clerifLing its 
intentions by amending new 
5 101.13(q)(3) to specifically indude 
foods for infants and children less than 
2 years of age among those thet may 
bear a percent RIX statement. 

The agency has not prohibited claims 
on foods that are promoted for infants 
and children under the age of 2 but that 
are intended primarily for adults end 
older children. However, the agency 
cautions that any nutrient content 
claims made on such products in 
association with a statement about use 
of the food for infants and children 
under the age of 2 would be misleading 
under section 463(r) of the act unless 
such claim has specifically been 
permitted for such a pop&tion by 
regulation. 
C. labeling Mechanics 

The 1990 amendments do not include 
specific limits on the prominence of 
nutrient content claims. However, FDA 
did propose certain requirements on 
how claims are to be presented. br t&e 
general prirmiplrr8 proposal (56 FR 

60423. at 604Z%), FDA proposed to 
require in Q lOl.l3(fJ that a nutrient 
aU8nt c&n be, in type size and style, 
no her than the statement of identity. 
The agency stated that this proposed 
requirement would ensure that 
descrip&ers are not given w&m 
prominence. The agency proposed this 
requiem onder section 4W(fJ of the 
act and under its goner81 authority 
under section 4C?S[r). Section 403(f) of 
the act states that a food is misbranded 
if any statement required by or under 
the authority of the act is not placed on 
the label with such conspicuousness, as 
compared to other words, statements, 
designs, or devices, as to render it likely 
to be understood by the ordinary 
consumer. 

Section 463(rJ(2J(BJ of the act states 
that if a nutrient content claim is made, 
the labei or labeling of the food shall 
contain, prominently and in immediate 
proximity to such claim, 8 statement 
referring the consumer to the nutrftion 
label (i.e., “See for 
nutrition information”). FDA proposed 
to incorporate this requirement in 
5 101.13(g). 

Section 403(r)(Z)(B) of the act requires 
that the referral stst8ment appear 
prominently, but it does not contain 
specific requirements such es to type 
size or style. However, section 
403(r)(ZJ(A)(iii) through (r)(2)(A)(v) of 
the act require that statements that 
disclose the levei of fat, saturated fat, or 
cholesterol, which must be presented in 
conjunction with certain nutrient s 
content claims, “have appropriate 
prominence which shaB be no less than 
one-half the size of the claim.” For 
consistency and because the referral 
statement end the statement disclosing 
the level of another nutrient must both 
be in immediate proximity to the claim 
and therefore adjacent to one enother, 
the agency tentatively concluded that 
these statements should be of the Same 
type size. Therefore, the agency 
proposed in S lo‘r.l3(gI(l) that the 
referral statement he in type one-half 
that of the claim, hut in no cese fes8 
than one-sixteenth of an inch, consistent 
with other minimum type size 
requirements for mandatory label 
information. 

3. Many comments stated that no type 
,ize requirements for either nutrient 
content claims or referral statements 
(other than those specifically included 
in section 403(r)(Z)(A)(iii) through 
(rJ(P)(A)(iv)) are mandated by the 1666 
amendments, and that the agency 
should not impose requirements beyond 
those included in these amendments. 

While the 1666 amendments do not 
specify type size requirements for 
nutrient content claims 0~ for the 
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referral statement, the act must be read 
as a whole. Section 463(f) of the act 
requires that information required under 
the act be placed on the label with su,ch 
conspicuousness as to render it likely to 
be read. FDA has, therefore, included 
those prominencs requirements in these 
regulations that it finds necessary to 
ensure that this requirement is satisfied 
with respect to the information required 
under the 1990 amendments. 
1. Relationship of size of nutrient 
content claim to statement of identity 

4. Some comments suggested that the 
type size for claims be limited to a size 
no larger than the most prominent type 
size on the PDP. Some comments 
suggested that the type size should not 
exceed either the size of, or one-half the 
size of, the largest type or brand name. 
Some of these comments stated that 
these alternatives will allow 
manufacturers more flexibility and be 
more in line with the Executive Order 
12261. Several comments stated that 
there is no reason to connect type size 
of the nutrient content claim to that of 
the statement of identity because if tb’e 
nutrient content claim is 
disproportionately large, the statement 
of identity as well as other mandatory 
information on the PDP, such as net 
quantity of contents, will be so obscured 
or small as to violate existing section 
403(f) of the act. 

The agency rejects these comments. 
The nutrient content claim and the 
statement of identity are two of the most 
important pieces of information on the 
PDP. Given the limited amount of space 
on the PDP, the agency finds that it is: 
necessary to link the size of the two 
pieces of information, so that 
manufacturers, can, and will, give 
appropriate prominence to each of them 
in planning their labels. The options 
suggested by the comments to unlink 
the size of the nutrient content claim 
from the statement of identity could 
result in a claim being unduly 
prominent. It would not be consistent 
with the goal of adopting regulations for 
the efficient enforcement of the act if the 
agency’s regulations created a situation 
in which violations of the act were 
likely to develop. Thus, the agency 
rejects those-options. However, the 
agency does agree that more flexibility 
with respect to the size of the nutrient 
content claim is appropriate. 

5. Several comments stated that 
ciaims should have maximum 
prominence and be permitted to be o-la 
type size greater than the statement of 
identity, especially when the claim is, 
included in a brand name, since claims 
both provide important information to 
the consumer and serve to draw 

consumer attention to a specific product 
among other similar products. Several 
comments stated that the claim should 
not be more than twice the size of the 
statement of identity to provide for 
flexibility in communicating the claim 
effectively. Some comments stated that 
this alternative will allow 
manufacturers more flexibility and be 
more in line with the Executive Order 
12291. 

FDA recognizes the concerns 
expressed in these comments. FDA has 
reconsidered the proposed limit on type 
size for nutrient content claims and 
concludes that the proposed limit may 
unduly restrict the effectiveness of 
claims. FDA is concerned that, as a 
result, the incentives for manufacturers 
to innovate and improve their food 
products may be reduced. As some 
comments pointed out, style and format 
play important roles in effective 
marketing which is important not only 
in selling the product but in bringing 
the healthful attributes of the product to 
consumers’ attention. The alternative 
presented in the comments of limiting 
the claim to not more than twice the 
size of the statement of identity 
provides for the flexibility requested to 
further the effectiveness of claims, while 
ensuring a certain proportionality of 
these two important pieces of 
information on the PDP. Therefore, the 
agency is revising new S 101.13(f) to 
require that the claim be no larger than 
two times the statement of identity. 
2. Referral statements 

6. Several comments stated that 
referral statements are redundant if the 
claim appears on the information panel 
with complete nutrition information. 
Other comments stated that these 
statements contribute to label clutter 
and caus8 the PDP to look like an 
information panel. 

In response to the first group of 
comments, the agency points out that 
under proposed § 161.13(g)(2), a referral 
statement is not required when a claim 
appears on the information panel. More 
importantly, the requirement for a 
referral statement when a claim is made 
is statutory. Section 403(r)(2)(B) of the 
act specifically provides that the label 
contain this statement prominently and 
in immediate proximity to the nutrient 
content claim. Although the referral 
statement does add to the information in 
the PDP, this statement is necessary to 
ensure that consumers fully understand 
the nutrient content claim that is being 
made. 

7. Several comments stated that 
referral statements, If required at all, 
should be one-half the size of the claim. 
Other comments stated that if a 

minimum type size requirement is 
necessary for the referral statement, 
FDA should specify only a minimum 
type size of one-sixteenth of an inch, 
which is the minimum type size 
prescribed for most mandatory 
information on a food label. Other 
comments suggested that referral 
statements if required at all, should be 
a minimum of one-sixteenth of an inch, 
or be of a minimum type size consistent 
with that required for the net quantity 
of contents statement in 5 101.105(i) 
(which varies from one-sixteenth of an 
inch to one-quarter of an inch 
depending upon the area of the PDP). 
because this standard would assure a 
proportionality to the other printed 
material on the label. 

The agency has considered these 
comments on the minimum type size of 
the referral statement. FDA agrees that 
it is not necessary to link the type size 
of the referral statement to that of the 
claim (as the proposal does). Such a 
requirement could contribute to label 
clutter. However, FDA does not agree 
that specifying only a minimum type 
size of one-sixteenth of an inch for the 
referral statement will assure adequate 
prominence for that statement, 
particularty on packages where the area 
of the PDF is large, and the claim is in 
large letters. Rather, FDA agrees that the 
requirements of section 403(f) and 
(r)(2)(b) of the act will be satisfied if the 
referro) statement is presented in a type 
size consistent with the minimum type 
size requirements for the net quantity of 
contents declaration, which are linked 
to the area of the PDP. The 
proportionality between the size of the 
referrai statement and the size of the 
label will ensure that the referral 
statement is presented with appropriate 
prominence. 

However, FDA does not wish to 
inadvertently establish minimum type 
sizes for nutrient content claims. When 
the claim is less than twice what the . 
minimum size of the referral statement 
would be given the size of the label and 
!$101.105(i), FDA believes that the type 
size of the referral statement may be less 
than that required under S 161.165 for 
net quantity of contents. In such 
circumstances, the referral statement is 
of appropriate prominence if it is at 
least one-half the size of the claim and 
not less than one-sixteenth of an inch. 
The agency believes that this approach ;, * 
to the type size requirement for the 
referral statement provides additional 
flexibrlity to firms in utilizing label 
space but still ensures adequate 
prominence for this statement. 

Therefore, FDA is revising the referral 
statement requirement in new 
5 101. t 3(g)(1) to provide that the type 



size of the referral statement he no less 
than that required by 5 101.105(i) for net 
quantity of contents, except where the 
size of the claim is less than two times 
the required size of the net quantity of 
contents statement, in which case the 
referral statement shall be no less than 
one-half the size af the claim but no 
smaller than one-sixteenth of an inch, 

8. Several comments requested that 
FDA provide that the referral statement 
on labels bearing a nutrient content 
claim become optional after 2 years. The 
comments argued that after 2 years, 
consumers will have learned that 
information supporting the claim is 
elsewhere on the label. 

Section 403(r)(ZJ(B) of the act does not 
provide any authority Ear tbe agency to 
make such a modification to the 
requirement for the referral statement. 
Therefore, the agency rejects this 
request. 
D. Disclosure Slatemenfs 

Section 403(r)(Z}(BJ(ii) of the act states 
tbet if a food that bears a nutrient 
content claim “contains a nutrient at a 
level which increases to persons in the 
general population the risk of a disease 
or heelth-related condition which is diet 
elated, taking into account the 

significance of the food in the total daily 
diet, the required referral statement 
shall also identify such nutrient,” i.e., a 
disclosure referral statement. FDA 
eferred to this Ievel as the “disclosure 

evel” in the general principles proposal 
(56 FR 60425). In proposed § 101.13(h), 
FDA defined such levels for fat, 
. aturated fat, cholesterol, and sodium. 
based upon an approach that considered 
dietary recommendations for these 
nutrients, the number of servings of 
food in a day, and available information 
on food composition. The proposed 
provision set out the required contents 
of the referral statement that would 
result (56 FR 60421 at 60425), 

9. Several comments supported the 
disclosure level concept. However, 
others expressed the view that the 
concept places emphasis upon a single 
food rather than on the total diet, with 
the result that a food is perceived by 
consumers as being “good food” or “bad 
food,” based upon the presence or 
absence of a disclosure referral 
statement. 

The disclosure statement is required 
under section 403(r)(2J(BJ(ii) of the act, 
and the disclosure provision in this 
final rule is consistent with that 
requirement. However, FDA disagrees 
with the assertion that the presence of 
a disclosure statement on a food label 
will lead consumers to perceive that the 
labeled food is “bad,” or that the 
absence ofa disclosure statement on a 

food label will be perceived as “geod.” 
The disdosnre statement spef%cally 
directs the consumer to the information 
panel for information about other 
nutrients in the food in eddition to the 
nutrient for which disclosure is 
triggered, e.g., “See side panel for 
information about fats and other 
nutrientr.” Thus, consumers’ attention 
will be directed to the nutrition label, 
and they will be able to utilize the 
information therein, not just the 
disckosure statement, as ebesis for 
making a purchase decision about the 
food. The disclosure statement is not 
intended to serve as a primery basis for 
making a purchase decision. However, if 
a nutrient content cl&m is made, the 
label must provide the consumer with 
the facts that bear on the advantages 
asserted by the claim and with sufficient 
information to understand how the 
product fits into a tots1 diet 

3 * 10. Seven31 comments not ZZ,” 
the preamble of the general principles 
propose1 (56 FR 60421 at 60425), the 
agency stated thst “there ere no 
generally recognized levels at which 
food components such as fat, saturated 
fat, cholesterol, OF sodium in sn 
individual food will pose an increased 
risk of disease,” and thet a similar 
statement appears in the preamble of the 
November 27,1991, proposed ruby 
entitled “Labehng; General 
Requirements for Heabh Claims for 
Food” (56 FR 60537 at 60543). F&set-ion 
these statements, !he comments 
reasoned, the agency would not be able 
to make the analysis required in section 
403(r)(2)(B)(ii) of the act for including a 
disclosure statement in the referral 
statement. 

The agency disagrees with the 
comments, Although the agency stated 
in the proposal that “there are no 
generally recognized levels et which 
nutrients such as fat, saturated fat, 
cholesterol, or sodium in an individual 
food will pose an increased risk of 
disease,” and thus “if FDA were to 
attempt to set these (disclosure) levels 
on an individual food basis, it wouid 
not be possible to do so,” the agen .y 
also specifically no!ed that the act 
directs the agency to take into account 
the significance of the food in the total 
daily diet when making its analysis for 
when a disclosure statement is required. 

The analysis that the agency 
performed in arriving at the 
circumstances where a disclosure 
statement is required was based upon 
dietary guidelines, taking into account 
tbe significance of the food in the total 
daily diet. The analysis utilized the 
agency’s proposed Daily Reeference 
Value’s (DRV’s) for total fat, saturated 
fat, cholesterol, and sodium and 

estimates of the amounts d these 
nutrients in foods end the rnmber of 
servings of food conenmed in a day. 
Therefore, although the disclosure 
levels are applied to individual foods, 
the be& of their d&&an is the total 
dietary intake of nut&nts that may pose 
an iPlm%ased Fisk lkfdi%t~0kated diseese, 
and the di@ct&y in maintzMng 
h&akthy di%tery pJ!actim that is createcf 
if these m&ier&i are comiumeci in 
particuJar foods et leveJs that exceed 
those established as disclosure levels. 
Thus, tbe agency awclndes that its 
statements in the proposal did not 
preckude it from performing this 
ax-&y&, end that it perfumed ita 
analysis in B mamxes consistent with the 
statute’s gnidance. 

11. Some comments asserted that 
consumers should be warned if the level 
of certain nutrients poses an increased 
risk of disease, irrespective of whether 
a nutrient content claim is made. 

The agency dhgmes with these 
comments. Although sectfen 
403(rJ(ZJ(BJ(iiJ of the act mandates that 
th43 egency raquire that referral 
statements identify particular nutrients 
in certain circumstances where heshh 
OF nlltrient ~&IS em m&e, the act does 
not direct the agency to require the 
identification of such nutrients in 
instances where a claim is not made. 

Under sections 2Wnl. 403tal. end 
701(a) of the act. the agency c&d 
require the identification of nutrients 
that are present et levftks that increase 
the risk of a disease or health-related 
condition in the absence of a claim. 
Howevex, in the absence of a nutrient 
content claim, there would be no basis 
to conclude that consumption ofthe 
food would receive any perticular 
emphasis as part of the total daily diet, 
and thus there would be no particular 
basis for concern, end hence for a 
warning, about the levels of fat, 
saturated fat, cholesterol, or sodhxm in 
the food. Only wbea the sign%xnce of 
the food in the total daily diet is 
highlighted, as it is when a nutrient 
content claim is made, does the level of 
these athap nutrients become material 
not onIy for purposes of section 
403(r)(2)(B)(ii) of the act but also for 
sections 201(n) and 403(a) of the act. 

12. One comment expressed concern 
that the agency’s establishment of 
disclosure levels will be en open 
invitation for product liability suits for 
all products exceeding the threshold 
amounts. 

As stated above, the agency believes 
that “there are no generaUy recognized 
levels at which nutrients such as fat, 
satureted fat, chc&ssteroJ, or sodium in 
an in&vidna.l f&A will. pose an 
in -xweaed risk of d&ease.” Th8 
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disclosure levels are not tied to 
concerns about consuming the 
individual food but to concerns that 
claims can mislead consumers about the 
significance of the food in the total daily 
diet, and that rather than facilitating 
compliance with dietary guidelines, (see 
H. Re 

% 
t. 101-538, 1Olst Cong., 2d sess. 

(Otto er 1990)), such claims could 
make compliance with such guide1 ines 
more difficult if certain relevant 
information is not brought to the 
consumer’s attention. The disclosure 
levels should be understood in this way. 
The agency wishes to make clear, 
however, as stated in the final rule on 
health claims, published elsewhere in 
this issue of the Federal Registbr, that 
foods that contain nutrients at levells 
that exceed the disclosure level are not 
unsafe, will not cause a diet related, 
disease, and are not dangerous or “bad” 
foods. 

13. Several comments suggested ,that 
levels other than 15 percent of the DRV 
should be used as the threshold level for 

. disclosure statements. Some comm’ents 
stated that a 20 percent level should be 
used because it is consistent with the 
definitions of “more” and “high” and 
sup ortable on the basis of estimates of 
foo B consumption. Another comment 
suggested a 7 l/2 percent level 
specifically for fat and saturated fat, 
believing that 15 percent is too high for 
these nutrients. Similar comments 
pertaining to a dis 
nutrient for a heal ii 

ualifying level for a 
claim in response 

to the November 27,1991, proposal on 
“Labeling; General Requirements for 
Health Claims for Food,” were received 
bv the agencv. 

*The s&u&y language defining a 
disclosure level for a nutrient in 
conjunction with a nutrient content 

,, claim is the same as that for a 
dis 
hea ‘t 

ualifying level for the nutrient for a 
th claim. The agency is, therefore, 

adopting the same levels for the 
individual nutrients for both types ,of 
claims. The agency is modifying the 
disclosure levels in new 8 101.13(h)(l) 
and the disqualifying levels in new 
8 101.14(a)(5) to 20 percent of the DRV. 
The rationale for increasing these levels 
to 20 percent of the DRV is given in the 
final rule on general requirements for 
health claims for food, which is 
published elsewhere in this issue od the 
Federal Register, and is incorporated 
nerein. Therefore, the disclosure levels 
in new f 101.13(h) are being revised to 
13.0 grams (g) of fat, 4.0 g of saturat’ed 
fat, 60 mg of cholesterol and 480 mg of 
sodium per reference amount 
customarily consumed (hereinafter 
referred to as “reference amount”), er 
labeled serving size or for foods wit Ii 
reference amounts of 30 g or less or 2 

tablespoons or less, per 50 g (for 
dehydrated foods that must have water 
added to them prior to typical 
consumption. the 50 g criterion applies 
to the “as prepared” form) (see also 
discussion in section 1II.A.l.b. of this 
document). 

14. Several comments opposed the 
proposed requirement of 5 101.13(h) 
that if a food contains more than the 
specified amounts of fat, saturated fat, 
cholesterol, or sodium per reference 
amount, per labeled serving size, or per 
100 g, then the referral statement must 
include a disclosure statement. The 
comments stated that “per 100 g” 
unfairly discriminates against foods 
with standard serving sizes of less than 
100 g, e.g., cheese, crackers, cookies, 
margarine, and butter. The comments 
further stated that the 100-g criterion 
makes little sense and should be 
eliminated. 

The agency considered these 
comments and continues to believe that 
a weight-based criterion, in addition to 
the per reference amount and per 
labeled serving size criteria, is needed 
as a criterion for disclosure levels to 
ensure that if a claim is made for a food 
that is dense in fat, saturated fat, 
cholesterol, or sodium, the claim will 
not be misleading in light of the levels 
of fat, saturated fat, cholesterol, or 
sodium in the food. Therefore, the 
agency is retaining a weight-based 
criterion for disclosure levels in the 
final rule. 

However, the agency agrees that the 
100-g criterion is too restrictive and is 
modifying the criterion applied to 
disclosure levels in new 5 101.13(h) and 
disquali 

% a weight- 
ing levels in new 5 101.14 to 
ased criterion of 50 g that is 

applicable only to foods with reference 
amounts of 30 g or less or 2 tablespoons 
or less (see also discussion in section 
1II.X.l. of this document). The rationale 
for this modification is fully set forth in 
the final rule on general requirements 
for health claims for food, published 
elsewhere inthis issue of the Federal 
Register and is incorporated herein. 

15. One comment contended that 
there is not an appropriate scientific 
basis for establishing a disclosure level 
for sodium. 

The agency rejects the comment’s 
assertion that the scientific evidence is 
not sufficient to support the 
establishment of a disclosure level for 
sodium. In the general requirements for 
health claims for food document and in 
the sodium/hypertension health claims 
document published elsewhere in this 
issue of the Federal Register, FDA 
responds to comments that assert that 
iden:ifying sodium as a disqualifying 
nutrient for health claims is 

inappropriate and to comments that the 
scientific evidence relating sodium to 
hypertension is insufficient. Those 
responses are incorporated herein. The 
agency notes that the evidence from 
clinical trials supports that high sodium 
intake is related to high blood pressure, 
that’the evidence from human 
observational studies is generally 
consistent and supportive, that the long 
term prospective study data are 
sometimes inconclusive and sometimes 
supportive, and that there is significant 
scientific agreement among experts that 
this relationship exists. The agency 
concludes that the scientific basis is 
sufficient, and that sodium reduction is 
likely to benefit a significant portion of 
the general population. 

However, as explained in the general 
requirements for health claims in food 
document published elsewhere in this 
issue of the Federal Register, in 
response to comments FDA is increasing 
the disqualifying/disclosure level to 20 
percent of the DRV, as compared to 15 
percent as proposed, and thus the level 
will be 480 mg per serving as compared 
with the proposed level of 360 mg. 
E. Amount and Percentage of Nutrient 
Con tent Claims 

In the general principles proposal (56 
FR 60421 at 60426), FDA proposed to 
regulate the use of statements of amount 
(e.g., contains 2 g of fat) or that use a 
percentage (e.g., less than 1 percent fat) 
to describe the level of a nutrient in a b 
food. The agency proposed in 5 101.13(i) 
that foods bearing statements about the 
amount or percentage of a nutrient in 
food must meet the definition for “low” 
in the case of fat, saturated fat, sodium, 
and calories and “high” for fiber, 
vitamins, minerals, and other nutrients 
for which the term is defined. 

16. Some comments expressed the 
view that statements regarding the 
amount and percentage of nutrients in 
food are confusing, deceptive, and 
misleading to most consumers and 
should not be permitted. One comment 
suggested that studies are needed to 
ascertain consumer perceptions in this 
area, and that amount or percentage 
labeling statements are not necessary on 
foods. 

The agency is not persuaded toat 
studies are needed to ascertain how 
these statements are understood by the 
consumer, or that it is necessary to ban 
these statements. The agency believes 
that statements concerning the amount 
and percentage of nutrients in food can 
provide useful information to 
consumers and flexibility to the fooa 
manufacturer in stating the nutritiona, 
attributes of a food. However, FDA 
recognizes that these statements can he 
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misleading. Therefore, FDA has 
carefully prescribed the circumstances 
in which such statements may be used 
in new 5 101.13(i). 

17. One comment stated that the 1990 
amendments do not require FDA to 
limit amount or percentage statements 
about nutrient claims in the mahner that 
the agency has proposed. 

The 1990 amendments provide, in 
section J(b)(l)(A)(iv);that FDA shall 
permit statements describing the 
amount and percentage of nutrients in 
food if they are not mislekding, and if 
they are consistent with the terms 
defined by the agency. As discussed in 
the general principles proposal (516 FR 
60421 at 60426), the legislative history 
of the 1990 amendments contemplates 
that the agency would define the 
circumstances by regulation “under 
which statements disclosing the amount 
and percentage of nutrients in foo,d will 
be permitted” (136 Congressional 
Record, H5641-2 (July 30, 1990)). This 
portion of the legislative history states 
that “amount and percentage statements 
must be consistent with the terms that 
the Secretary has defined under section 
403(r)(2)(A)(i) of the act (defhiition of 
descriptive terms] and they may not be 
misleading under si~tion 403(a) in the 
current law.” Thus, the agency believes 
that regulations to ensure- that these 
statements will not be used in a 
misleading manner are consistent with 
the 1990 amendments. Therefore, the 
agency concludes that, consistent with 
the intent of the 1990 amendments, 
regulations controlling the use of label 
statements that state the’amount or 
percentage of a nutrient in a food are 
appro riate. 

18. g everal comments suggested that 
amount and percentage disclosure 
statements should be permitted without 
restriction if the statement is 
accompanied by appropriate 
explanatory information, and-as long as 
the statements are not misleading. 
Additionally, the comments implied 
that the agency should not prohibit or 
restrict the use of claims that conwdy the 
amount and percentage of nutrients in 
food because this information can direct 
consumers to the favorable 
characteristics of a food and allow 
consumers to compare food products 
within the same product line. 

Other comments stated that foods 
should not be required to comply with 
such strict requirements before they can 
use amount and percentage statements. 
These comments contended that the 
agency has ample authority to regulate 
amount and percentage statements 
lmder section 403(a) of the act. 

FDA finds that some restrictions on 
amount and percent claims are 

necessary. FDA advises that numerous 
consumer complaints, comments on a 
1989 ANPRM on food labeling (54 FR 
32610, August 8,1989), and comments 
on the general principles and fat/ 
cholesterol proposals about misuse of 
label statements such as ‘I- percent 
fat free” have persuaded the agency 
that, in many cases, Ratements 
regarding the amount and percentage of 
nutrients in food have been misleading. 
Moreover, section 3(b)(l)(A)(iv) of the 
1990 amendments prescribes specific 
conditions in which such claims may be 
made. Therefore, FDA believes that it is 
necessary to limit the use of such 
statements in a manner that ensures that 
thby will not mislead consumers, and 
that, if they implicitly characterize the 
level of a nutrient, they are consistent 
with the terms defined under section 
403(r)(2)(A)(i) of the act. If amount and 
percentage statements are to be limited 
in this manner, the circumstances in 
which they can be used must be 
specifically presented. Thus, the agency 
concludes that, consistent with the 1990 
amendments, it is necessary to limit by 
regulation the use of label statements 
that state the amount or percentage of a 
nutrient in a food. Therefore, as 
discussed in response to the next 
comment, the final regulation will 
include a provision in new 9 101.13(i) 
limiting the use of such statements. 

19. Many comments requested that 
FDA consider revisions in the 
provisions for amount and percent 
statements in the final rule. Some 
comments stated that the agehcy should 
not prohibit the use of amount and 
percentage statements on foods that do 
not meet the definition for “low” or 
“high” for a particular nutrient. One 
comment argued that, as proposed, this 
regulation would deprive consumers of 
useful information, hinder consumers 
From making informed Food choices, and 
prohibit consumers from quickly 
differentiating between similar foods 
within the same product category. A 
similar comment suggested that m)A 
should permit the use of amount and 
percentage statements on foods where 
the value in the Factual statement does 
not exceed the proposed nutrient claim 
disclosure level for single foods. 

A Few comments asserted that amount 
and percentage labeling statements 
should be permitted on foods that 
qualify for a “source” claim. Another 
comment suggested that PDA should 
permit the use of amount and 
percentage statements ‘on foods that 
qualify for a “reduced” claim. 

Some comments suggested that FDA 
should permit the use of amount and 
percentage statemepts to convey 
information regarding the calorie 

content per serving of Food, consistent 
with the number of calories that appear 
on the nutrition panel. Other comments 
suggested that it is customary for 
consumers to refer to calorie 
information when selecting Foods, and, 
therefore. the use of amount and 
psrcentaga statements to describe this 
information should be permitted in the 
final regulation. 

R Few comments suggested that 
amount and percentage statements 
about the sodium content of a Food 
provides factual information to 
consumers and should be permitted. 
Another comment stated that very Few 
foods could convey amount and 
percentage statements for sodium under 
the proposed provisions. 

These comments have convinced the 
agency to reconsider the proposed 
provisions for statements concerning the 
amount and percentage IJF nutrients in 
Foods. The agency believes that 
statements relating the amount and 
percentage of nutiients in foods are 
generally useful to consumers for such 
purposes aS pointing out the level of a 
nutrient in the Food and Facilitating 
comparisons between Foods. The 
proposed provisions for amount and 
percentage statements would have 
limited the use of these statements to 
only foods that are %w” or “high” in 
the particular nutrient. FDA believes 
that the provisions in the proposal were 
too restrictive because they would deny 
consumers the use of such statements to 
evaluate many Foods. FDA has 
considered how to permit statements of 
amount and percent that implicitly 
characterize the level of a nutrient (e.g., 
“less than 10 grams of fat”) in a manner 
that benefits consumers and also 
satisfies the requirements of the statute. 
FDA believes that these conditions are 
met when such amount and percentage 
statements about a nutrient are made on 
foods that meet the criteria for any 
nutrient content claim, including 
relative claims, for the nutrient. Such 
amount and percentage statements are 
useful in helping consumers identify 
Foods that Facilitate conformance to 
current dietary guidelines. This 
includes Foods that are a “good source 
of’ or foods “low” or “high” in a 
nutrient as well as, foods that are 
alternatives to other reference foods 
(e.g., foods that are “reduced” in a 
nutrient. 

Thus the final rule has been revised 
in new 5 101.13(i)(l) to provide that a 
statement.of percent and amount may be 
contained on the label or in the labeling 
of a food that meets the definition For a 
claim (as defined in part 101, subpart D) 
for the nutrient that the label addresses. 
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tie egfmcy atjo believes tbet a 
statement about the amount and 
percentage of nutrients that implicitly 
characterize the level of the nutrient can 
provide useful information to 
consumers evan if the food does nor 
meet the criteria for a claim, provided 
the statement does not nMeadingly 
imply that a food contains a small or 
large amount of a nutrient and mak3s 
clear whether the food meets one of the 
nutrient content claims thet the agency 
is defining. In circumstances in which 
a food does not meet the criteria for a 
claim, an amount or perrxmtage 
statement that impbcitly charar&&zas 
the level of a nutrient, eppeming by 
itsetfmight ba rnia&xkupreted, Tks. the 
statement must be accompanied by a 
disclaimer such as “less than 10 grams 
of fat, not a low fat food” or “only 2XIO 
mg of sodium per serving, nut 8 low 
sodium food.” The disclaimer will not 
only make the claim not rni&ading, as 
required by saction 3&J(iJfAJ(ivJ of the 
1880 amendments, it will also provide 
the means by which the amount or 
percentage can be deckad consistently 
with section 403(&2)(A)@ afthe act by 
affirmatively stating thet the amount 
does not meet the reker&defiiition. 

To provide for sktarnank about the 
amount or percentage of a nutrient in a 
food that implicitly charactarIza the 
level of the nut&ant undar these 
circunktances, FDA is adding new 
5 101.13(i)(Z) to allow kw the use of 
amount and percentage statemants 
when the level of the nutrient does not 
meet the definition for a claim if a 
disclaimer accompanies the claim. 

This revieion also inch&s provisions 
for the location end type size of the 
disclaimer statement that require tbat 
the disclaimerhe in wily iagble print 
ortypeandinasfzenoh4ssthan 
required by 5 161.105(i) br net quantity 
of.contents except where the size of the 
claim is less than two times tha size of 
the net qnantity of contents statement, 
in which case the disdaimer statement 
shall be no less than one-half the si;ze of 
the claim but QO snndler then one- 
sixteenth inch. This approach has been 
fully discussed in response to comment 
7 of this document. 

Because these revisions permit the 
use of amount and parcantage 
statements when, a food qua&f&es for all 
relative claims, and not just “high” or 
“low,” the agency is deleting from new 
5 101.13(i) the phase &at mfers to these 
statements as implyfng that a food is 
“high or low” in a nutrient and is 
InserGng langua8a that statea that these 
statonumk twt3mt%3Qd 

In addition, based on the comments 
and its review of the 4980 amendments, 
FDA finds that there are some 
circumstances in which an amount 
claim cannot be considared to 
characterize in any way the level of a 
nutrient in a food. For example, the 
statement ‘“iQ0 calories? or “5 grams of 
fat” on the p&c dhqdey pme? of a 
food would be a simple stakment of 
amount that, by itself, conveys no 
implied charecterisation of the level of 
the nutrient. As long as such a statement 
is not false or misleading, it can 
appropriataly be included in food 
labeling. Therefore, FDA is providing in 
new !j 161.13fi~3) thet an absolute 
sktementafaraount naey be made 
without a disclahner if “lt3ha statement 
does not in any way . 

Tfiti21Y characterim the level 0 the nutrient in 
the food, and it is not false. or 
misleading in any respect.” 

Finally, the agency IS advising in new 
5 lOl.~J(i#B), for clarifi&tion, that 
amount and percenkga statemenk mada 
on lab& or in hibating as “- percent 
fat f&P are not subjact to the provisions 
of that parag+. These statements are 
re&ted separately under new 
5 lOl.sz(bf(6), The agency believes this 
clarification is necassary bacanse the 
,preambte discussion 
m the*genarat principles proposal 
supporting 8 161.13G) cibd ‘*- 
percent fat f&P as an *xampEB of a 
claim subject to section 3fbJfl)(AJ(ivJ of 
the 1890 amendments. While this 
example is appropriate, the agency is 
making it &as that the actual 
regulations governing “- percent fat 
free’” stetemenk ere provided in new 
5 101.62(bx6) because those ~visioas 
differ from those of new 5 30l.l5(i). The 
provisions for “- percent fat free” 
stakrnenk are discussed below in the 
preamble sactionlII.B.c.vi, {on Percent 
Fat Free] of this document. 
F. Nutrition Labeling Required When a 
Nutrient Content Claim is Made 

In the general principles proposal, the 
agency proposed (56 FR 60421 at 60426) 
in 5 101,13(m) (redesignated as 
5 101.13(n) in this final rule) that a 
nutrient content claim may ba used on 
the label or in labeling of a food, 
provided that the food bears nutrition 
labeling that complies with the 
requirements in pro osad 5 101.9 or, if 
applicable, prop QJ 5m1.36. 

20. The majority of commenis 
addressing this issue favored the 
proposed requkement. One comment 
was concerned thet‘req&ing nutrition 
labeling on dM feds baarhgs cfalm 
will arnhrse conaumam fathar than 
empower tham kt m&8 informad 
dietary sektions. 

The agency disagrees with the latter 
comment. Nutrition labeling is 
necessary when a claim is mad8 to 
ensure that other important nutritional 
aspects of the food are presented along 
with that es 
claim. This Iif 

ct Mghlighted by the 
et is recognimd in section . 

463(r)(2)(14] of the act, which reqG+es 
that any nutrient m%nt ddm he 
accompanied by a statement referring 
the consumer to the nutrition label. 
Thus, nutrition labeling in the labeling 
of a food that bears a claim wilt assist 
consumers in malcfng informed dietary 
selections because it provides them with 
additional important information about 
a food. 

However, t#w Diekry Supplament Act 
of 1992 imposed 8 niofatmhn on tb 
implementation of the 1990 
amendments with respect to dietary 
supplemtmk. Therefore, FDA is not 
adopti@ 9 101.38 and has modified 
5 101.13fn) to dkt this fact. The 
agency has also add8d a reference to 
§ 101.10 to cover the situation in which 
a nutrient content claim is made for 
restaurant food (see section IV. of this 
docnment). 
G. Aw~ytica~ M.hodo&y 

In the 8ermralprinciplesproposa1(88 
FR 80423 at 6@42@, the agency 
proposed in s l&13(n) bede5ig43eCd as 
new 5 101.1316j in this%& r&t to 
determine complianoa with the 
requirements for nutrient mknt claims 
using th8 analytical. methodology 
prescribed for determining compllan~ 
with nutrition labeling in proposed 
5 101.9. 

21. A comment expressed the view 
that specifying methods such as offrclal 
Association of Official Analyticai 
Chemists (AOAC Intema&maQ methods 
for the verificetion of nutrie33e claims Is 
a barrier to innovation. The comment ’ 
suggested that FDA should specify that 
appropriate vahd methods may k used 
for deterndning nutrient cfontent. The 
comment noted that if the manufacturer 
uses a nonofficial method, the 
manufacturer should have the burden of 
substantiating the vaiidity of the m&rod 
that is used. 

FDA notes that new 5 101.9(g), as 
amended by the man&tory nutrition 
labeling document published elsewhere 
in this issue of the Fadewl Ragiskr, 
states that. unless otherwise specified, 
compliance with nutrition labeling will 
be detarmined using math&s validated 
by AOAC International. That regulation 
also stetes that if no “offkial” analytical 
method is avaiieble or appropriete, , 
other reliable and appropriate analytical 
p~~lnaybaus%d. 

lt3&med Tesk FQrce on 
Nutrlent~ I&et&&s has 
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considered the adequacy of AOAC 
International methods to meet 
nutritional labeling needs. The tssk 
force judged adequacy on the basis of a 
survey of nutrient method users and on 
tbe basis of the collaboratively validated 
and officially approved status of 
methods in the AOAC International 
Official Methods of Analysis. The 
methods judged to be adequate relative 
to the regulations and to reflect current 
analytical definitions are listed in The 
Referee 16:7-U! (1992) (Ref. 2). 

Section 101.9(g) sets out the methods 
that the agency will use for compliance 
determinations. Manufacturers may use 
nonofficial methods of analysis toI 
establish nutrient content label values, 
but in doing so, they should ensure the 
validity of their methods with reslpect to 
applicability, specificity, sensitivity, 
accuracy, precision, and detectability. If 
they fail to do so, and their methods 
produce significantl different results 
than the official me ti od, their label may 
subject them to regulatory action. 
Reliable and a 
analytical me 

propriate alternative 
tl-l ods may be submitted to 

FDA for a review of their acceptability. 
Thus, by referencing new 5 lOi&, new 

5 101.13(o) does not preclude a 
manufacturer from using alternative 
analytical methods for determining 
nutrient content label values. No 
amendment of the regulation is 
necessary to comply with the 
comment’s suggestion. 

Analytical methodology is more 
extensively discussed in the final rule 
on mandatory nutrition labeling 
published elsewhere in this issue of the 
Federal Register. 
H. Exemptions 

This section addresses provisions in 
the general principles proposal for 
certain’ exemptions from the 
requirements for nutrient content 
cleims: (1) Claims in a brand name; (2) 
“diet” soft drinks; (3) certain infant 
formulas; and (4) standards of identity. 
Other exemption provisions are 
addressed in the sections of this 
document 

P 
ertaining to scope, 

restaurant oods. sugar free, and 
petitions. FDA advises that the 
exemption rovisions proposed as 
5 101.1310) fl ave been redesignated as 
new§ 101.13(q) in this final rule, 
1. Claims in a brand name 

Under section 493(r)(2)(C) of the act, 
manufacturers may continue to use 
brand names that include nutrient 
content claims that have not been 
defined by regulation, as long as those 
cIaims appeared as part of a brand name 
before October 25,1959. and are not 
false or misleading under section 403(a). 

Section 403(r)(2)(B) of the ect. which 
requires the nutrition information 
referral statement, does apply to foods 
whose brand name includes such 
claims. Consequently, the labeling of 
products whose brand name includes 
such terms will have to bear an 

api?%$!fG!t%~YSk of the 
act, the agency proposed S 101.13(o)(l) 
(redesi 
states h 

ated as 9 101.13(q)(l)), which 
at nutrient content claims not 

defined b 
of a bran fl 

regulation, appearing as part 
name that was in use 

BB 
rior 

to October 25,1989. may be us on the 
label or in labeling of a food, provided 
that they are not false or misleading 
under section 493(a) of the act. 

22. Several comments stated that 
allowing some products to continue to 
use a nutrient content claim in a brand 
name while precluding others on the 
basis of a date (October 25,. 1989) is not 
justified, even if it is legally sustainable. 
Further, some comments contended that 
some nonexempt products could have 
an 

“p 
uivalent or superior nutritional 

profl e. Other comments stated that the 
agen 

K 
should broaden the exemption to 

inclu e some claims in brand names 
appearing after October 25,1959, 
without requiring a petition or other 
administrative recess. 

The agency a % vises that section 
403(r)(2)(c) of the act grants the agency 
authority to exempt onl 

K 
those claims in 

the brand names of pro ucts bearing 
such claims before October 25.1989, 
unless the brand name contains a term 
defined by the Secretary under section 
403(r)(2)(A)(i) or is false or misleading. 
While some nonexempt foods may have 

Fofi “i 
uivalent or superior nutrition 
e, such foods are not recognized by 

the statute as exempt from the section 
403(r)(2)(A) of the act. Thus, the agency 
is obligated by the statute’s language to 
subject nonexempt foods to the general 
requirements of section 403(r)(2)(A) of 
the act that claims contained in a brand 
name be defined by regulation or by an 
approved brand name petition 
submission. 

23. Several comments stated that 
claims in brand names should be 
restricted to terms that have been 
defined by FDA, so that claims 
appearing before October 25,1989, will 
be consistent with claims in brand 
names anoearinn after that date. The 
cornmen% stated that re uiring claims 
to be consistent will faci ‘tate the e 
education of the public, while allowing 
some claims to be exempt will create 
multiple meanings for the same term 
depending on whether it appeared on a 
label before or after October 25,1989. 
The comments stated further that such 
an exemption would likely lead to 

nonuniformity in the marketplace and 
consequent consumer confusion. One of 
these comments stated that FDA lacked 
the resources necessary to provide 
exemptions for same products while 
enforcing regulations on others. 

A clarification of the 1990 
amendments pZ@visions concerning 
exemptions is necessary. For a claim in 
a brand name to remain exempt from 
the act’s requirements, that claim would 
have to be, of necessity, one that has not 
been defined by the agancy by 
regulation. Thus, after the effective date 
of section 403(r)(l)(A) of the act, that 
claim could not be used on food 

f 
roducts that were not on the market 
efore October 25.1989. Therefore, 

while an undefined term may have 
inconsistent meanings in brand names 
of food roducts that were on the 
market EEl fore October 251989, it will 
not have multiple meanings depending, 
on whether it appeared on a food label 
before or after October 25,1989, as the 
comment stated. Until the claim is 
defined, it can not be used at all on st- 
October 25,1989, products or anyw r ere 
but in the brand name of pm-October 
25,1989, ,products. Once it is defined, 
it can only be used in accordance with 
that definition. 

The agency agrees that the 
establishment of definitions that state 
clear and consistent meanings for 
nutrient content claims willfacilitate 
consumer understanding of those - 
claims. Toward this end, the agency has 
endeavored in this final rule to establish 
definitions for both expressed and 
implied claims that will govern as many 
of the types of claims that frequently 
ap 

R 
ear in brand names as is possible, 
omever, the agency notes that 

because numerous types of claims 
appear as pert of brand names, this flnal 
rule will not likely define all of the 
claims that may be expressed or implied 
as part of a brand name. The agency 
expects that some of these claims will 
continue to be used under the 
exemption granted in section 
403(r)(2)(C) of the act. In this regard, 
after these regulations become effective. 
FDA will monitor claims used in brand 
names that remain exempt, and if there 
is evidence that use of undefined claims 
could result in consumer confusion or 
misleading labeling, the agency will 
consider defining terms for such claims 
on its own initiative. 

FDA believes that defining such 
claims will further the statute’s goal of 
providing consistent nutrition 
information on food labels and will 
encourage competition in the 
marketplace by making the terms 
available for products not eligible for 
the exemption. The agency does not 



agreewiththetamnmnttb8t~~tBot 
FDA k&s the mso- ~UWMWJ’ to 
enforce a regime in which some 
products & subject to examptkms 
while others are not. The does 
not expect a signifioent ad ad burda to F 
be placed upon ite q if some 
claims in a brand name 
sinc8~rax6mpt fkt&&kt 
agency action orappmval 
bythastat&eifthe&im 
abrandnameofafood 
octo’tier 25, i969. 

24. Some of the comments requested 
that FDA either defiaa terms- me 
implied nutrient content claims used in 
brand -meS by reguktion, to, tide 
foPtheiPuM3un~~~ x&%Al dr 
oftheact*ornrgufgte~~eeeondmrPe 
bycasaha&undaMmgenari l  
m isbrand&gpk3vMonadtheact. 

ThBagencjr~Silf~*.~Vld& 
this mmmest*s mggestitm that it &ould 
definstsrmsusedaapartofabrand 
name that may 

Y.iz nut&& content 
saorimplya 
m. As noted in the 

response to thepfwious commant. thfi 
agency haa and&avored In fhIa 5al rule 
to est8blftth d%fiwQns fQr’both 
expmaeeil and ImppUed s that wiil 
permit, to &a aXtent atthis 
time, as may911 poaalbk of * m3a 
of claims that fkequent#p appaar in 
brand namaa, 

However, m  also noted &ova, tha 
provieifma kn &ia%&ula ti not 
l ikelyde5eaU&imamadeaapartof 
a brahd name. \wIi& ragard to auy claim 
not de5ed by &a 
alternatl~es proyid r 

cy, the 
by the statute are 

that either the ciaim is wpt, or it 
muat be the subw of at3nsamd name 
petition that is @antad by &a agent . 
Them is no provisbn in the statutr, i Lr 
nonde5ed terms uaad in claims to ba 
evalua&ed under the broad m iahrandling 
provisions of the act, other than that 
which states that exempt claims in 
brand names (i.e.. claims that are 
contained ti the brand hame of a 
specific food product that was the brand 
name in use on such food before 
October 25,1989; see dimsion in 
comment 25 of this document) must not 
be m islead& under section 403(a) of 
the act. Therefore the agancy rejects the 
suggestion that it either define all the 
terms or regulate their use on a case by 
case basia under the provisions of the 
act that prohibit false or m isleading 
Irlbeling. 

25. Several comments stated that 
proposed f 101.13(0)(11 should be 
revised to clearly state that the 
exemption applies only to terms used in 
brand names used on s 

l.r= 
and 

discrete food pmducta f&e odober 
25.1989, and not to pnwluds 
introduced after that date. These 

thflt pf-tdaa list3 ext8nsiQns of 

“Mem~um FOP Certain Department 
and Agency Heads” on redudng the 
$&II of government regulation (Ref. 

‘khe agency does not believe the 1990 
amendments are ambiguous on this 
issue because the statutory language, 
specifically the requirement that “* * * 
such brand name was in use on such 
food,” lim its the scope of the exemption 
to specific foods bearing the claim in the 
brand name. Thus, the egency does not _ 
agree with the comments that asserted 
that the agency should apply the 
exemption to line extension products, 

The agency agrees with the comment 
that the final rule should be revised to 
clarify the scope of the exemption for 
brand names, and themfore it is revising 
the first sentence of new 3 101.13(q)(l) 
to read: 

Nutrient content claims that have not been 
defined by regulation and that are coutained 
in the brand name of a specifk M  product 
that war t31s brand name in use on such t&d 
bef0rt-i cktober 25, ma, W Y  conttnue t0 be 

usedaspiwt~&attaindEtsraRbrsu& 
pPoduct, proarsdsd that they mpDt wie! or 
misleading under wetion 403(a) of the , 
Federal Fwd, Drug, and Casmetk Act [the 
act). 

agakatpmdvdsbaaringa8expreaaedor 
implied claim in a brand rezma &at b 
the subject of a petition unti! the agenoy 
has ruled on the use of the claim. 

Thaagancydisagreeswiththese 
comments. The statute establishes a 
petition proces8 for new nutrient 
content dims, including uee of an 
implied claim in a brand name. See 
Section 4031r)(44)IA) of the act. The latter 
type of petition is deemed to be granted 
if the agency does not act on it in 100 
days (section 403(2)(4)(A)(iiJ) of be act). 
It would make little sense for Congress 
to have included a petition process with 
such tight timeframes if it intended that 
a claim could appear while the petition 
for such claim is tider agency review. 
Therefore, the agency denies this 
request. 

28. Several comments stated that no 
nutrient content claim used before 
Octaber 25,1989, in a brand name 
should be permitted regardless of 
whether or not it has been defined, but 
provided no supporting rationale for 
this position. 

Because these comments are 
inconsistent with section NM(P)(Z)(C) of 



agency should allow the use of 
undefined &aims in a brand name that 
were not in use before October 25,1966 
iftlaachlimfs accomp~edby 
C~~ipfo~QFl. 

agency deniesthe c 
thatitsllowthau5eo 
nonexempt &tin16 in p 
accompanisd: by q&&fj%g i&Smstion. 
2. ‘md”” soft dPilTks 

Section 463&J@J@J cd the tat exeanpts 
use of tha tam “diet” oxk SOA CkirJEs 
from&er8q.&ementthat&t0rmroaybe 
used only in accordance w&b&s 
detlniions esteblishsdby FDA, 
provided that its use meets certain 
conditions: [l) The claim must bsr 
contained in the brand name of such. 
Soft drinlc; [2) the bE%Ild l’Um8 ElMt hfe 
been in us8 on the soft d&k befa~e 
October 25,198% and (3Jt.bem~ dtbe 
term “&et” rmmt have b in 
conformity with 5 105.66. ia RCC~~CCI 
with theseconditions, the agency 
proposed in S t01.13b3)(2) that if the 
claim of “diet” was nsed in the brand 
name of a soft drink before October 25, 
1969,incomp~~ti&phee**g 
5 105.66, the claim may tzontfnue to be 
used. Any other u5es of the term “di8t” 
must be in compliance with smentded 
g106.se. 

30. Severalcommems requested 
clarification that the exein %* n for a 
claim that uses the term “ r iat” h the 
brand name of e soft drink does not 
preclude Iine extensions, e.g., new 
flavors for the brand after October 25, 
1969. 

For the reason discussed in comment 
25 of this document, the stetutory 
exemption for claims using the term 
“diet” in the brand name of a soft drink 
does not extend beyond discrete 
products that were euailable before 
October 25,198~ However, the agency 
is continuing to define the term “diet” 
in its regula 
~105.66,as 

not be in conformity with § 105.66, and 
no su& wee pmfatmti irr the 
cmAm%nts. Rw eklFi&y, alhe 
spedifying in IIew 9 l(EE*W 
drinks marked ef&eKkt 
may use &reword Wet” 

3. Infant formuJas and me&a1 foods 
Section 44353&)@&A) of t&e ad states 

that section 40369 do8a n@ apply to 
infant formulas sub@& te se&on 412&J 
of the act CXr to me;ti*fefrds Be degned 
insection5&Jof,tbe#O~DrugAct 
(21u.ts.s,c 3tioei&lX 
the act app&es to fmy 
that is represented an 
by an infant wb&ss a inborn -% 
mfUb&sm or 8 low birth weight or 
who ot.h8Pwjseb0eM ttmttradal inediclFI 
or dietary problem. Section 5&J@) of 
thfloFpbanDPu$Act~tb8term 
“dcd food” es (t food &at is 
formuh&ad to be consumed or 
administered enter&y under the 
supervision of a pkysician and that k 
intended for the specific dietary 
manag8mfmt of 8 dis8ase or wndftion 
for which distinctive nutritional 
requirements, hesad on recognized 
scientific princf$frs, are 
medical 
views on whet 
fo JuPPlmmmbarJr P=pos@l~ 

nutritkm lebem @6FR 
E366 at 60377). Accordingly, the 
agency proposed in S 1M .12@4) to 

%ZsB erlz 
rl3uwmscEtth8act. 
wmm6lRts pow to tlxl 

fact that tbs agency &e&y permP11, 
under5 Ut7.tO(h](4)(2lCFR 
107.10(b)(4)) which was issued under 

LfelltinrltrodrXriSybsPaada~if 
it us88 terms tlmt &&ad 

provided 
sand pdorl&l m%tdls 

k p~$iatr~ens concerning 
inIb& form&a prsiducts for nornml full- 
term ZrkfaHsbe exempt from pfte labeling 
re uirements &this Reel r&e. 

9 ll% agMcy advise5 thef to the wmlt 
that ntih information: in any form, 
incbrding publfcatfonr~ and prmnorionel 
materials of th8 type desc&md, is 
labeling, it must comp& wftb all 
appliceb~e requirements d the act and 
their imple~ reg;oWons in this 
final A&I. FurtJmr, FLJA daes not have 
authority to exempt any food labels or 
labeling from the requirements of the 
act. Labeling en infant f+n&a products 
for normef full-term infents is not 
exenrpted by the 1996 8mencbnents 
from the act’s requirements for nutrient 
content claims. Therefore, the labeling 
for these foods must comply with thm 
requirements in this RnaJ ruJe. 
4. Standards of identity 
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made with respect to a food beceuse the 
claim is required b 

dy 
a standard of 

identity issued un er sectian 401 of the 
act (21 USC. 341) shall not be subject 
to section 403(r)(Z)(A)(i) or (r)(Z)(B). 
Thus. a nutrient content claim tha! is 
part of the common or usual name of a 
standardized food *may continue toI be 
used even if the use of the term in the 
standardized name is not consistent 
with the definition for the term that 
FDA adopts, or if FDA has not defined 
the term. Moreaver, the label of the 
standardized foQd would not need to 
bear a statement referring consumers to 
the nutrition label. However, in the 
general principles proposal (56 FR 
60421 at 60429). FDA reviewed the 
legislativ0 history of this provision, 
which makes clear that Congress did not 
intend section 403(r)(5)(C) of tbe act to 
imply, in any way, that new standards 
issued under the act would be exempt 
from the provisions for n.utrient content 
claims in part 101. Rather, Congress 
intended that this exemption would 
apply only to nutrient content claims 
made in the names of existing standards 
of identity (see H. Rept. 10%536,lOlst 
Cong., 2d sess. 22 (1990)). 

Accordingly, the agency proposed in 
0 101.13(03(6) that nutrient content 
claims that are part of tk name of a 
food that was subject to a standard of 
identity on November 8,1990, the date 
of enactment of the 1990 amendments, 
are not subject to the requirements of 
proposed S 101.13(b).(g), and (h) or to 
the definitions of part 101, subpart D. 

34. Several comments disagreed tbat 
nutrient content claims that are art of 
the common or usual name of a ood P 
that was subject to a standard of identity 
on November 8,199O. should be exempt 
from having to compl 
definitions for such cr 

with the 
aims established 

by the agency. These comments stated 
that consumers may he confused by 
inconsistent meanings Qf the same ierm 
in standardized versus nonstandardized 
foods because many consumers do not 
know the difference between 
standardized and nonstandardized 
foods. Additionally, these comments 
stated that it was unfair to exempt 
standardized foods from the general 
requirements for nutrient content 
claims. 

Section 403(r)(5)(C) of the act 
specifically exempts nutrient content 
claims that were part of the common or 
usual name of a food subject to a 
standard of identity on November 8, 
1990; from the requirement that terms 
used to make claims comply with 
definitions established by regulation. 
Because this exemption is statutory, the 
agency must make it available to foQds 
Lhst meet the criteria for the exemption. 

Therefore FDA is retaining new 
S 101.23(q)(6) as proposed. Tbe agency 
more fully discusses this exemption in 
the document addressing labeling 
requirements fQr foods named by use of 
a nutrient content claim and a 
standardized term published elsewhere 
in this issue of the Federal Register. 
5. Other 

35. The agency determined in the 
final regulation on mandatory nutrition 
labeling published elsewhere in this 
issue af the PederaI Rej$ter, that 
bottled water is not exempt from 
nutrition labeling unless it contains 
insignificant amounts of nutrients. 
Similarly, label statements on bottled 
water thet mak8 claims about nutrients 
of the type uired to be declared in 
nutrition labe “f ing are nutrient content 
claims requiring definition under 
section 463(r) of the act. In this regard, 
the proposal asked for comment as to 
how to decide what constitutes a 
nutrient content claim (56 FR 60421 at 
60424). Comments on this issue have 
led FDA to conclude that fluoride is a 
special nutrient that warrants different 
labeling requirements than other 
nutrients. 

Many public drinking water systams 
add fluoride to drinking water to help 
reduce dental caries. In addition, the 
Surgeon General has supported this 
practice (Ref. 4). However, there are 
concerns that fIur ride levels in drinking 
water not be too high. The 
Environmental ?rotection Agency has 
established primary and secondary 
drinking water standards for fluoride 
(51 FR 11396, April 2,l966) and FDA 
has proposed to revise its quality 
standard for fluoride in bottled water 
accordingly (53 FR 36036, September 
16,1988). Therefore, FDA believes that 
while the presence of fluoride in bottled 
water is of interest to consumers and its 
declaration should not be prohibited, 
the agency does not wish to encourage 
unnecessary addition of fluoride to 
bottled water. The agency is concerned 
that if terms like “good source of 
fluoride” or “high in fluoride” were 
permitted, they might encourage such 
additions. 

Consequently, the agency has not 
defined a nutrient content claim for 
fluoride. Instead, it has provided that a 
statement indicating the presence of 
added fluoride may be used, but the 
claim may not include a description of 
the level of fluoride present. FDA has 
provided in new 8 101,13(q)(8) that 
bottled water containing added fluoride 
may state that fact on the label or in 
labeling using the term “fluoridated.” 
“fluoride added,” or “with added 
fluoride.” 

Iii. Definition of Terms 
A. Geneml Approach 

I. Criteria for defmitions of terms 
a. Serving size to evaluate nutrient 
conteni claims 

In a proposal addressing food labeling 
and servin 

!I 
sizes that waepubIished&i 

the Fedti R#$$sk$r on lVwem2wr 27, 
1991 C56 FR 69394). FDA urnnosed 
among other thingsto: (l)‘D&ne serving 
and oortion size on the basis of the 
amoknt of food customarily consumed 
per eating occasion, (2) establish 
reference amounts (reference amounts 
customarily consumed) per eating 
occasion for X31 food product 
categories, and (3) provide criteria for 
determining labeled serving sizes t?om 
refere~m amounts. In S l’61;12(g), FDA 
pro 
dec P 

osed that if the serving siae 
ared on the product label differs 

from the reference amount listed in 
proposed 5 101.12(b), then both the 
reference amount and the serving size 
declared on the product label are to be 
used in determining whether the 
product meets the criteria for a nutrient 
content claim. 

The agency also discussed this 
requirem8nt in the general principles 
proposal (56 FR 60.42~ at 69466), stating 
that it believed it would be misleading 
to make a claim on a product that met 
the criteria for a claim on a.refertmc8 
amount basis but that did not 
the claim on the basis of the la 

ualify for 
I% led 

serving size, i.e., the entire container. 
The agency noted, however, that this 
approech created situations in which a 
product in one size container would be 
eligible to bear a claim, while the same 
product in a different size container 
would not be eligible. In the serving size 
proposal (56 FR 60394 at 60413), FDA 
discussed another approach to 
eligibility for a claim based solely on the 
reference amount plus a disclaimer on 
the label and solicited comments on 
both options. 

36. Most comments addressing this 
issue, including several industry 
comments, supported FDA’s proposal 
for basing claims on both the reference 
amount and the labeled serving size. 
However, several comments from 
industry, trade associations, and a few 
professionals objected to requiring both 
the reference amount.,and the labeled 
serving size. These comments stated 
that claim evaluations should-be based 
solely on the reference amount. The 
comments argued that claims should 
reflect true characteristics of the 
product, and that a product that 
qualifies for the claim should be able to 
bear the claim on all container sizes. 
They argued that inconsistency from 



§ 101.f3fpp)fl)states: 

The reference amount set forth in 
8 15’L?2@9 tfiraunh tff shall be mad in 
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GuiMinea for Americans,” issuecl 
jointly by the U.S. Department of Health 
and Human Services and USDA (Ref. 7) 
and would mislead and confuse the 
consumer. 

Furthermore, “low” claims may 
promote increased consumption of such 
foods and thus, result. in dtetary 

racttcea even more inconsistent with 
!I Mary guidelines. For example, “low 
calorie“ claims could appear on the 
labels of granulated sugar and brown 
sugar, although the guidelines state that 
sugars and the many foods that txmtain 
them in large amounts should be used 
in moderation by most healthy peo le 
and used sparingly by 

P 
eople with ow P 

calorie needs. A “low at” claim cot@ 
be made on evaporated whole milk, 
although the guidelines romote the 
consumption of skim or ow fat milk to P 
help obtain a diet low in fat. In addition,. 
“1s~ sodium” claims could be made on 
ripe olives, mayonnaise, and mustsrd, 
although the guidelines identify olives, 
salad dressing, and condiments such as 
mustard as foods that contatn 
considerable amount of sodium. 
Further, “low sodium*’ claims could be 
made on some salted snacks, although 
the guidelines recommend that salted 
snacks be consumed spari+y. 
Consumer confidence in the validity of 
nutrient content claims would likely be 
undermined by “low” claims on foods 
that are clearly not “law” in certain 
nutrients but could’make a claim 
because the established serving size is 
so small. For these reasons, FDA has 
concluded that the weight-based 
criterion should not be eliminated. 

Furthermore, the agency rejects the 
suggestion made in one comment t,o 
adjust reference amounts (serving size) 
to prevent claims on nutrient dense 
foods. The agency does not have the 
authorit 
403(q)(l -r 

to do so. Section 
(A)(i) of the act states that the 

serving size is an amount that is 
customarily consumed. Therefore, FDA 
concludes that a weight-based criterion 
is the beat way to address the problem 
that it has identified. 

intended to reflect an amount of food 
customarily consumed. FDA finds no 
reason to conclude that this criterion 
will confuse consumers because it is not 
disclosed to the consumer. 
Additionally, the age&y is not 
persuaded that consumers will be 
confused if some produdts currently 
using tern SUGb es %w eodinm” no 
longer qualify because of the additional 
criterion. Rather, the agency believes 
that consumers expect changes in 
claims on products to result from the 
implementation of the 1990 
amendments. 

Further, FDA does not believe that 
consumers will be confused if all food 
products with similar amounts of 
nutrients per serving did not bear “low” 
claims because consumers will likely 
recognize certain foods as being nutrient 
dense and others as not being nutrient 
dense. &I the contrary, consumer 
confusion is likely to result if “low” 
claijns appear on foods that are 
generally known to contain considerable 
amounts of the subject nutrient on a 
weight basis. 

40. Several comments opposed to the 
weight-based criterion also disagreed 
with the statement in the general 
principles proposed (50 FR 66421 at 
60431) that some nutrient dense foods 
with small serving sizes may be 
consumed frequently thro out the 

% day. These comments said ere was no 
evidence that these foods are 
overconsumed. nor was there evidence 
that they are consumed more than food 

P 
roducta with larger serving sizes. A 

ew of these comments stated that 
consumer education efforts could 
address any problems with these foods 
including their possible 
overconsumption. 

FDA has reconsidered whether 
nutrient dense foods with small serving 
sizes will be frequently consumed, and 
the im 
a wei 

rtance of this issue in justifying 
sg” t-based criterion. The agency 

acknowledges the difficulty in 
providing persuasive evidence that 
many nutrient dense products may be 
frequently consumed, in part because of 
certain limitations in the available food 
consumption estimates. However, the 
agency believes that “low” claims on 
certain nutrient dense foods with small 
serving sizes, such as those cited in 
comment 38 of this document, may 
promote increased consum 
foods, and when conldere iii 

tion of these 
in the 

context of the total diet, such 
consumption would be inconsistent 
with current dietary recommendations. 
Therefore, the agency believes that 
“low” claims on these foods will be 
misleading to consumers. 

Further, it would be inappropriate for 
the agen 

?I 
to use consumer education to 

promote e acceptance of labeling 
claims that it regards as misleading 
because such an approach would 
undermine the,proviaion of the act that 
directs the agency to establish 
reguletions to prevent false and 
miSl0fl~~~W fiifdmtions. 
Therefomi the agency rejects the . 
suggestion that it abandon the weight- 
based criterion in favor of efforts to 
educate consumers&out “low” claims 
for nutrient dense foods. 

41. other comments opposedto the 
proposed weight-based criterion 
asserted,that it will act as a disincentive 
to manufacturers to produce healthier 
food products if they could not use 
claims such as “low” on the label. One 
of these comments said that 
manufacturera will have difficulty 
reformulating some produots to meet the 
weight-based criterion, while another 
said that the inability to advertise a 
healthier product could lead to a 
manufacturer’s shifting the emphasis 
from reducing fat or salt to adding fat or 
salt for better taste, 

FDA examined the extent to which a 
weight-based criterion would beg 
disincenti~ to manufacl(uretr, to 
produce heaItI$er produots. 
acknowledges that an ov 

T%JJ;~CJ 

“i weight-based criterion wou d.limit the 
number of products that umfd be 
reformulated to qualify ‘for “low” 
claims. Hewever, the a 
that manufacturers are P 

ency disagrees 
ikely to resort to 

adding fat or salt if they are unable to 
make “low” claims, because the 
manufacturer would still have available 
comparative claims such as “less” to 
publicize nutritional improvements in 
products. Therefore, FDA rejects these 
comments. 

39. Several comments stated that the 
weight-based criterion should be 
deleted because: (1) The 100 g amount 
is not based on amounts of foods 
customarily consumed; (2) consumers 
do not make food choices based on 100 
g of food: (3) some foods now labeled as 
“low sodium” may no longer be 
permitted to use that term; and (4) uot 
all food products with similar amounts 
of a nutrient per serving would be 
permitted to bear “low“ claims. 

AS discussed in the general principles 
proposal (56 FR SOSZl), the 106-g 
criterion is a criterion that reflects 
nutrient density. As such, it is not 

42. Several comments were opposed 
to the weight-based criterion because of 
the number and t 
that would be prec Yy 

e of food products 
uded from bearing 

claims by this criterion. Some of the 
food products cited by the comments 
included certain dry food products (e.g., 
dry hot cereals and dehydrated soups); 
some types of bread, pasta, crackers, and 
other cereal gram productg; snadt 
products and cookies; lower fat cheeses 
and other dairy products; lower fat salad 
dressings; spice blends and seasoning 
blends; and sauces, margarine, butter, 
and oils. One comment said that it 
would make it almost impossible for 
products whose reference amount was 
less than 100 g to qualify for certain 
nutrient content claims, while other 
comments said that the criterion 
discriminates against food with small 
servir~g sizes and nutrient-dense foods. 
Other comments said that this critersor 
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diminished the distinction between the 
terms “low” and “free” and was unf* 
to low moisture foods. 

FDA considered the comments that 
said that the weight-based criterion 
should be deleted because of the 
number and types of food products that 
would be precluded from bearing 

. claims. The agency disagrees with the 
comment that the proposed criterion 
would make it almost impossible for 
products with a reference amount of less 
than 100 g to qualify for certain content 
claims. Many products with reference 
amounts under 160 g would quali!fy for 
“‘low” claims under FDA’s proposed 
criterion (e.g., many vegetable products, 
dried fruit, legumes, some gravies and 
sauces, some fish products, several 
cereal grain and asta products;and a 
number of break ast cereals could make P 
“low fat” claims) (Ref. 8). 

FDA also considered the comments 
that said that the proposed weight-based 
criterion discriminates against foods 
with small serving sizes and nutricent 
dense foods, but concluded that a 
weight-based criterion is needed tso 
prevent nutrient dense foods with small 
serving sizes from making misleading 
claims. Further, the agency disagmes 
that the revised weight-based criterion 
would diminish the distinction between 
“low” and “free” claims. The agency 
has provided clearly distinctive 
definitions for these two nutrient 
content claims. 

43. At least two comments suggested 
alternative criteria that would 
incorporate the frequency of 
consumption of a food. One comment 
suggested that nutrient dense foods with 
small serving sizes should be revented 
from making “low” claims on P y if they 
are consumed many times during the 
day. Another comment proposed that 
foods be required to meet the critetria for 
“low” claims based both on levels per 
reference amount and per total daily 
intake (i.e., reference amount timets 
average number of servings per 
consumer per day). The daily number of 
servings would be derived from national 
food consumption surveys. This 
comment acknowledged that a major 
disadvantage to this approach would be 

tr: the complexity of determining the 
figures. 

The agency agrees that an approach 
that considers frequency of 
consumption would be complex. IDA 
rejects this approach principally 
because it does not adequately address 
the agency’s concerns with regard to 
nutrient dense foods with small serving 
sizes. The agency believes that the 
suggested approach would not 
effective1 control misleading claims on 
nutrient cr ense foods with small serving 

sizes because it does not provide any 
means of dealing with the likely effect 
of the appearance of the claim on the 
food. In other words, it would make 
little sense for the agency to allow a 
claim based on current consumption 
levels, but then to move to withdraw the 
authorization for the ckim as aoan as 
new consumption information appears 
showing that there is inbreased 
consumption of the food in response to 
the claim, and that consumption is 
inconsistent with dietary guidelines. A 
weight-based criterion will ensure that 
increased consumption of the food will 
still be consistent with dietary 
guidelines. 

44. One comment suggested, as an 
alternative to the weight-based criterion, 
that food products that may have 
significantly different serving sizes 
because of different uses be required to 
meet the “low” level based on all of the 
respective reference amounts. The 
comment stated that one-third of all 
nondairy creamers are consumed with 
cereal in place of milk, and thus the 
reference amount used as a basis for 
claims should reflect this use. This 
comment also suggested as an 
alternative to the weight-based criterion 
that food products that have small 
serving sizes be required to meet e lower 
nutrient level per serving to make a 
claim. For example, for foods with a one 
ounce reference amount or less, fat 
content could not exceed 2 g per 
reference amount. 

The agency rejects these suggestions 
because the first has only limited 
application, and the second is not an 
effective alternative in preventing 
misleading claims, With regard to the 
first suggestion, most nutrient dense 
foods with small serving sizes (e.g., 
butter) would be subject to only one 
reference amount. The second suggested 
alternative would not prevent “low fat” 
claims on foods such as grated 
Parmesan cheese and whipped dessert 
toppings (Ref. 9) and, as discussed in 
comment 38 of this document, such 
claims would be misleading. , 

45. Some comments suggested 
applying a weight-based criterion only 
to foods with small serving sizes. One 
comment suggested that the agency 
develop a, provision to cover foods that 
weigh 40 g or less per serving and 
contain more than 5 calories per g. 
Another comment suggested that the 
proposed weight-based criterion only be 
applied to foods with reference amounts 
15 g or less or 2 tablespoons or less and 
that are consumed frequently 
throughout the day. Other comments 
suggested that certain nutrient content 
claims be prohibited on specific 
categories of foods with very small 

serving sizes or prohibited on foods 
with less than a minimum serving size 
that contained more than a certain 
amount of fat on a 

% 
weight basis. One 

comment suggested at a minimal 
serving size for specific nutrient content 
claims be established such as one 
tablespoon. 

The agency has careful1 considered 
the suggestions raised in Jl e comments 
that a weight-based criterion apply only 
to foods with small serving sizes. 
Because the intent of the agency is to 
prevent misleading claims on nutrient 
dense foods that have small serving 
sizes, the agency has concluded that 
narrowing the scope of the provision 
such that it only applies to foods with 
small serving sizes adequately addresses 
its concern of misleadin 

ill 
claims on 

nutrient dense foods wi small 
servings. Moreover, the agency has 
concluded that with appropriate 
provisions applicable only to foods with 
small servin sizes, misleading claims 
on nutrient ! ense foods can be 
prevented. However, the alternatives 
suggested in the comments were not the 
most effective options in preventing, 
such claims. For example, with the first 
alternative suggested by the comments, 
green olives with about 13 g of fat per 
100 g could qualify as “low fat” and 25 
percent fat cream with about 240 
calories per 100 g as “low calorie” (Ref. 
10). With the second suggested 
alternative, salted peanuts with about 
430 mg sodium per 100 g could qualify 
as “low sodium” (Ref. 10). 

The agency considered, however, that 
if the second su 

‘$ 
ested, alternative was 

modified to app y to foods with 
reference amounts of 30 g or less or 2 
tablespoon or less, and the concept of 
frequency of consumption was deleted, 
then the proposed weight-based 
criterion applied to such foods would 
prevent inappropriate claims (Ref. 6). In 
addition, this criterion would permit 
more foods that are promoted in dietary 
guidelines to make “low” claims than 
FDA’s proposed criterion. For example, 
breads and pastas that qualified on a per 
serving basis could make “low” claims. 
Accordingly, in tbe final rule, the 
agency is including e weight-based 
criterion for “low” claims only for those 
foods that have reference amounts of 30 
g or less or 2 tablespoons or less. As 
discussed below, in comment 48 of this 
document, the agency is also persuaded 
to adopt a less restrictive weight-based 
criterion. 

48. At least twq comments suggested 
as an alternative that foods with small 
serving sizes be required to have a 
qualifyin ,statement such as “low fat 

‘B per one ta lespoon” or “low fat when 
consumed in a l-ounce serving.” One 
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you1 allow more grain prducts ta 
qualify es “low pat.” In additifm, the . 
commant 
WOU~~~~~~~~~ 
cookies end other high fat foods with 
smaU serving sizes fkoin n&n “‘low 
fat” &ime. This comment f3lrtL &ted 
that the per 50-g criterion would allow 
more pmducts to qualify tar “low. 
sodium” and “low chalesteroi” cl&IS 
and would result in more fk@Ulity for 
manufect~ and mom choices for 
consumers. 

FDA &dered the options pnwented 
in the wm~e&sSor a less restrictive 
weight-based iaiterion. Up0n 
reco-a the 

prevented 
nufrient dense fooda, it ahKI w&d hewe 
prevented some breeds and dear cereal 
grain pro&c&z for whtiez 
consumption is reaomnr 
national dietary guidgnae firorn 
qualify@ fer “ltrw” claii (ReE 7)). 

criterion ehould be the rid&i of 
P=lm& -5ts 5og*orpr3ogt43 
amotmte ftmdscen- ar =-JJY 
eat. The crkrion serves anly as a 
measure of nutrient density. The 
reference amount a&kte what 
consumers a&u&y eat. However, FDA 
notea that a cr&uion baeed on 
levels per 50 g w per 30 g ‘wou 

reposed 
P d he 

more cmaptible with coneurnption 
amounts than 
foods, altheug r 

100 g for individual 
50 g or 30 g amounts 

would still be substantially greater then B 
the rekemce amounts tar sane feed 
products such ea minor co&me&~ 

While the agency acknowiedlges that 
lhe propaeedSri#&m af 100 g istoo 
restrkth, EDA Is ooncerimd that the 
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even if the weight-based criterion is 
ap 

P 
lied only to foods that have 

re erence amounts of 30 g or less or 2 
tablespoons or less. For example, ,wttb 
either of these criteria, evaporated 
whole milk and 11 
creamers could str 1 

uid nondairy 
1 make “low fat” 

claims, and regular cream cheese could 
still make a “low sodium” claim (Ref. 
6). In addition, the use of the 

8% 
er 30-g 

criterion when applied to foo with 
these reference amounts (i.e., 30 
less or 2 tablespoons or less) cou f 

or 
cl 

result in misleading “low calorie” 
claims on products such as half-and- 
half, olives, and maraschino cherries. 
Accordingly, FDA has not adopted these 
alternatives. 

The agency also considered the 
alternative suggested in the comment of 
usiag proposed levels 

8cf 
er 50 g. If a 50- 

g criterion was appli only to foods 
that have reference amounts of 30 g or 
less or 2 tablespoons or less, then all of 
the products cited above as 
inappropriate for “low” claims would 
be prevented from making misleading 
“low” claims (Ref. 6). In addition, 
compared with FDA’s proposed per lOO- 
g criterion, the per 30-g criterion would 
permit more foods for which increased 
consumotion is recommended in 
current dietary guidelines to make 
“low” claims. For example, more 
breakfast cereals and snacks such as 
pretzels and air popped popcorn could 
make ‘*low fat” claims. 

The agency concludes that the use of 
a per 39-g criterion when applied to 
foods with reference amounts of 30 g or 
less or 2 tablespoons or less minimizes 
confusing or misleading claims while 
maximizing appropriate “low” claims 
consistent with dietary guidance. 
Accordingly, the agency is revising 
relevant paragraphs of new fS 101.60. 
101.61, and 101.62 to provide for a 
weight-based criterion for these foods be 
based on nutrient levels per 50 g of food 
for “low” claims. The agency is also 
revising new 5 101.61(b)(2) to require 
that the per 50-g criterion apply to “very 
low sodium” claims. 

49. One comment stated that a weight- 
based density criterion would be unduly 
restrictive to dry products such as 
dehydrated soups and dry hot cerea.ls 
that require water to be added and that 
would qualify based on an “as 
prepared” form but not on the “as 
purchased” form, This comment 
suggested that a criterion based on the 
hydrated product would be more 
equitable for foods that must have water 
added to them before typical 
consumption. 

The agency points out that the weight- 
based criterion in the final rule does; not 
apply to dehydrated soups or dry hot 

cereals because their reference amounts 
exceed the specified reference amounts 
to which the weight-based criterion 
applies. However, the agency agrees 
with the comment that the weight-based 
criterion should be applicable to the *‘as 
prepared” form when the product 
purchased is dehydrated, because the 
reference amount of the product, as well 
as any accompanyin nutritional 
information, is ba J on the hydrated 
form of the food. Thus, the agency 
concludes that it would be inconsistent 
to require that a weight-based criterion 
be based on the dehydrated form when 
all other accompanying information is 
based on the “as prepared” or hydrated 
form. Thus, the agency supports this 
recommendation for its limited 
application to dehydrated products with 
reference amounts of 30 g or less or 2 
tablespoons or less. Accordingly, FDA is 
also revising the above cited sections by 
inserting “For dehydrated foods that are 
typically consumed when rehydrated 
with only water, the per 50-g criterion 
refers to the as prepared form,” to allow 
products that must have water added to 
them befora t 
make a claim i 7 

ical consumption to 
the “as prepared” 

hydrated form meets the per 50-g 
criterion, 
2. Need for consistency of terms and 
limited number of terms 

As discussed in the general principles 
proposal (56 FR 66431). the agency’s 
approach to developing a system of 
nutrient content claims emphasizes 
three objectives: (1) Consistency among 
definitions, (2) claims that are in 
keeping with public health goals, and 
(3) claims that can be used by 
consumers to maintain healthy dietary 
practices. 

The agency also noted that it has 
followed an a 
number of de 1 

preach that will limit the 
ned terms. This a 

is consistent with that advocate I! 
preach 
in the 

Report of the “Fourth Workshop on 
Nutritional Quality and Labeling in 
Food Standards and Guidglines,” 
Committee on the Nutritional Aspects of 
Food Standards. International Union of 
Nutritional Sciences (IUNS) (Ref. l3), 
which states that caution should be 
exercised to constrain the number of 
descriptors that are considered 
desirable, The IUNS Committee 

u&ioned 
% 

the wisdom of more detailed 
escriptors because of the difficulties of 

consumer understanding of a plethora of 
such terms. 

Alternatively, the agency noted that 
some have argued that establishing 
flexible provisions for the use of terms 
will facilitate consumer understanding 
by better attracting attention to the 
message being delivered about the food. 

In addition, the agency noted that some 
have s e&d 

Y!f 
that defining more terms 

or provi ing greater flexibility for the 
use of various terms to convey 
nutritional information encourages 
competition among products and fosters 
nutritional improvement in products. 
The agency specifically requested 
comments on how it can balance the 
goals of consumer understanding and 
competition (56 FR 60421 at 60431). 

50. Some comments did not agree 
with the objective of maintaining 
consistency among the de5nitions. One 
comment stated that consumers will not 
be confused by the use of nonconsistent 
terms. One comment stated that because 
the proposed definitions for absolute 
nutrient content claims such as “low” 
and “high” are based on uniform 
standards that apply across all food 
groups, many foods that can help 
consumers im rove their diets will not 
meet the stan CErd s in these definitions. 

It is important for effective consumer 
education to establish consistent 
definitions for descriptive terms 
whenever possible to limit the 
possibility of consumer confusion. 
Thus, FDA has not made changes in its 
regulations in response to these 
comments. However, should a situation 
arise in which a fle.xible approach to 
defining a term would promote public 
health goals or assist consumers in 
maintaining healthy dietary practices, 
the agency will consider adopting such 
an approach. In implementing the 
provisions of the act on nutrient content 
claims (e.g., through the petition 
process), the agency intends not to 
inhibit useful and informative 
competition in the marketplace, so long 
as it is still consistent with the three 
objectives stated above. - 
3. Synonyms 

Section B(b)(l)(A)(ix) of the 1990 
amendments provides that regulations 
for nutrient content claims may also 
include similar terms that are 
commonly understood to have the same 
meaning. 

To implement these provisions, the 
agency requested in the general 
principles proposal (56 FR 60421 at 
60431) comments on a list of synonyms 
suggested by the Grocery Manufacturers 
of America (GMA). for the terms “no,” 
“very low,” “low,” “signiAamt,” 
“high,” and “very high.” The agency 
also requested comments on a report by 
tbe Institute of Medicine (IOM) of the. 
National Academy of Sciences (NAS’), 
entitled, “Nutrition Labeling Issues and 
Directions for the 1990’s” (the IOM 
report) (Ref. 14) addressing concerns 
that a proliferation of synonymson food 
labels will be confusing to consumers 



claims %M,~’ “low,” “high,” and 

wholEayb&8wthfl~~are 
differen~s among the terms. Further, 

“sQurce.” 

the Qgfmcy requested oonlmente on the 
use of synonyms for the nutien4 content 

Section 4030(4j&@J of the act 
grants to any person the right to pet&on 
Ihe secwtery Iand FJIIA, by dekg&!ion) 
for permissfon to use terms in e nutrient 
content claim that em conah3tent {Lff., 
synonymous) with terms defined in 
regulationa issued under section 
4Q3(W!JINIi). 

same meaning as a defined term. In 
doing ao, FDA i&ends to be open to 
considering terms that meet this 

til avvaluate 

standani. However, FDA does not 
intend to permit 

iTt 

believes would be 

&a standerd in 
, i.e., that the term 

is commonly undemtood to heve the 

51. Several comments stnted thnt it is 
important to limit the number of 
synanyms. while .smni3corRm~& 
advocated that FDA ban the mae of all 

i?izzEII”” 
rTl-me&ergRedlM 

mendmentedonatrequfre 
synonyas, that tha use s&f EyEeuyma 
does not contribute te impmvedpublic 
health, and that synonyms are ueed by 
companies only to gain a competitiive 

FFw-~-=slluy 
toallollv~~laar 

* flexibility; that there are n3any tru&iuJ 
and informative aynoxay&a *for the be&c 
descriptors FDA is de&n&ng; &a$ all 
termswillcarryaomedeiined~~ 
that use et muhi& synonyma will 
encourage competition among prodkts; 
andthataslongastfiePeieaaint$e 
definition for a term and its synonyms, 
cousum8rs will Rot be CoRfused. 

AfewcommentsetatedtlaatFDA 
should permit und&ned synonyms to 
be used in conjunction ti either 15 
consistent defined claim or a diacloeure 
statement explaining the intended 
meaning. The comments argued that 
this approach would increase consumer 
understanding and confidence, without 
discouraging manufacturers’ flexibility. 

Anoth0r comment &f&d that 
qualitative -h is nee!ded to assess 
consumer under&ending of descrfgtors 
before the publication of finai 
regulations, and if such testing is not 
possible, definitions and synonyms 
should be tentative for 2 years and then 
reassessed. 

FDA notes that many comments 
advocated either an extremely open or 
exFremaly r43strictive pppmnch to 
synonyms. However, FDA has not t&en 
oither of these positions. u-wd of the 1990 amendments is to make 
nuFritiw information on the label or 
labeling of f&s availeblrt in a form that 
consumers can use to follow dietary 
guidelines @I. Rept. 101-538, supra, IO): 
and the act envisions that nynonyma for 
definedtermscenbeanep p&ate 
means to communicate Btbc%tD 

consumers w&h mepect to 
characterizing the Ievel of a ,rruttient in 
a food. For inakmce, FDA does net 
conaider the term “midgm” to be 
commonly undemtood to mean “very 
low” in describing &a ht~l of a 
nutrht. Similerly, FDA does not 
consider t&i term “ktod~’ to be 
commonly underetoEld to mean “high,” 

FDA dhaqws wi& ths commtmts 
that suggested thet the terms end 
synonym beii ttstd&&d in this final 
ruie &o&d be pntv&tW on a tentative 
basis for 2 years. FDA has sought to 
select terms and synonyms that are 
fanlf&W to cmasusneln. This‘ 
standerdinatfon of these terma by 
*ti~lamdw~e availfbi&y of 

7 the claims, coup 
tIlcorl~ctiondth 

Witbconamner 
education, will pmmats consumer 
understanding of their mean&. Thus, 
FDA bebeveaibat 0amuuners.d be 
able to use the terms urd aynonymr &et 
it is definingto make informed dietary 

have estabhshed meanings or problems 
with defined terms becenae apparent. 

FDA also disagrees witlp the 
suggestion that it permit under 
synonyms to be used in conjunction 
with either a consistent defined r&m or 
a disclosure stetement expcpiaining ita 
intended meaning, because the act 
requtres that terms &mluding 
synonyms1 used to characterins the level 
of a nutrient in a food be either defined 
py the agency or approved by the agency 
in response to aption. There is no 
provision in the act that allows for the 
use of undefined synonyms in the 
absenceof action by the 

III this document, FDA YES 
ncy. 

considered 
various synonyms that have been 
suggested in the comments. The issues 
considered by&a agency and its 
conclusions regarding specific 
synonymous terms are discussed in 
detail in the relevant sections of this 
document. 
B. Terms Describing the Level of a 
Nutrient 
1. Free 

In the generai principles and the fat/ 
cholesterol proposals (56 FR 60421 and 

60478). FDA proposed to de&e the 
term “free- fix t0t.d fat, cholesterol, 
sodium, sugars, and calories. FDA also 
pmposed to define the terms “no,‘” 
“zero,” “trivial source of,” “n8glf ble 
source of,” and “dietarfly fnsfgm f cant 
source of’ as synonyms for the term 
“fre3.nTb agelmy specifid 
l=l- 3Eomme*onkh er eti 
consumera’commonly undentend the 
meaning of all these terms to be, and 
whether the terms are in fact, 
synonymous. 

In m-riving at the proposed definftfon 
for “W #or each nutrient, the agency 
chose the level of the nutrient that is at 
or near the reBab!e iimit of detection for 
the nutrfent in food and that is 
dietetically trfvial,m ph@iukgtcr~ilp 
mconsequential. The agency noted, 
however; that some maoufacturere may 
add very small amounts of certafn 
nutrients to aid in the mamrfacturing 
processfor~rne roducts. FDR 
proposed not to a rl ow use of the term 
“free” on sudt products, even ff the 
products met the quantitatfve criteria for 
use of the term. Hewever, the agency 
requested cements on whether “free” 
claims should be alkiwed on these 
prodncte if they provide ap appmprfete 
disclosure &@ement end also cm w&at 
such a disckisure st~ehanld be. 

a nutrkt must ref8r to aiUoods nftkat 
type and not merely to the ocular 
brand to which the Meting is attached. 
The agency requested comments on this 
provision. 

a. Syfmjms. A number of comments 
addreseed synonyms w by FDA 
for “fr& in the general p&xi&s and 
the fatkhoksterol proposals (58 FR 
60421 and 664?6j. Many ofthese 
comments supported the us8 of 
synonyms fcr “free.” Several comments 
agreed specifically with one or more of 
FDA’s proposed synonyms fin “free”’ 
such es “no” or “28ro.” One comment 
provided data showing that *‘free” and 
“no” are synonymous terms. Another 
comment provided data that “free” and 
“withmt” am synonymous terms. 

52. At least one comment (a Ph.D. 
thesis) requested that the term 
“without” be a synonym for “free.” The 
comment presented data in support of 
its request. This investigation (Ret. xij 
was conducted at the University of 
South Dakota using 162 undergraduate 
students. The students’ perceived 
notions of the amount of calories, fat, 
and cholesterol &ative to 12 nutrient 
COnFQnt claims terms w8m examined. 
The results demonstrated statistically 
that the participants perceiv8d that 
“withut” and “‘free” have the same 
meaning. 
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FDA agrees with this comment. The 
data presented, along with FDA”s 
previous approval of the claim “‘without 
added salt,” persuade the agency that 
“‘without’ should be a synonym for 
‘frcie’,” Accordingly, the agency is 
revising new !$ lOl.SOfb)(l) on calories, 
new ~101.6O(c)(l) on sugar,new 
5 101.61(b)(l) on sodium, new 
5 101.62(b)(l) an fat, new 5 101.62(c)(l) 
on saturated fat, and new $ MX62(d)(l) 
on cholesterol, to allow “without” to be 
a synonym for “free.” 

53. One comment maintained that 
manufacturers are likely to abusls the 
terms “free” and “no.” 

FDA believes that most manufacturers 
will comply with the requirements of 
these regulations. However, 
manufacturers who violate the 
requirements for these definitions will 
be dealt with by appropriate regulatory 
action. 

54. One comment suggested &at 
“free” be used where there is an absence 
of a nutrient, and that a hrase such as 
“very small amount 0P’ Ia used where 
the food contains very small amounts of 
a nutrient, even if the amount’of the 
nutrient present is physiologically 
insignificant. 

FDA rejects this suggestion. As 
discussed in the general principles 
proposal (56 FR 60421 at 60432) FDA 
believes that it is appropriate to r3pply 
the term “free” to a nutrient when a 
food contains that nutrient in a 
dietetically trivial or physiologically 
inconsequential amount, even though 
the nutrient is present at a level r3t or 
near its reliable limit of quantitatjon. 
With modem analytic81 methods:, the 
level at which the presence of a nutrient 
may be quantified is becoming 
increasingly smaller. For example, there 
are almost no foods that can be seid to 
be truly sodium free, yet the level of 
sodium present in some foods has no 
impact on the diet. Furthermore, the 
additional term would likely cause 
consumer confusion bec8use it is 
ambiguous and would not be clearly 
distinguishable from “free” in a 
meaningful way. 

55. One comment stated its support 
for the use of the word “none.” Another 
comment suggested that “none” be used 
instead of “free” but gave no reas,on for 
this suggestion. 

The comment did not provide 
sufficient supporting information to 
persuade the agency that consumers 
commonly understand “none” to have 
the same meaning as “free.” Therefore, 
FDA is not providing for the use of 
“none” as a synonym for “free” at this 
time. However the agency advises that 
interested persons may submit a 

synonym petit& for the use of this 
t&m as p&cribed in new f 101.69. 

56. Several comments supported the 
synonyms for !‘M’ that contain 
“soume of’ language (i.e., “trivial 
source of,” “ negligible source of,” 
“dietarily insignificant source of’). One 
comment stated that the de minimis 
nutrient threshold levels encompassed 
by such phrases 8re of no public health 
concern. Several comments disliked 
these proposed synonyms. Some of 
these comments asserted that these 
phrases could be confusing or 
misleading to consumers. One comment 
pointed out thet the inclusion of the 
word “source” in some of the synonyms 
for “free” could confuse consumers 
because the agency had given another 
meening to this word in the general 
principles proposal. 

In this final rule. as explained leter in 
this document, FDA is changing the 
descriptive term “source” to “good 
source” to clarify its meaning and 
relative position in the hierarchy of 
descri tive terms. As 8 result, FDA does 
not be F reve that the use of the words 4, source of’ in some 
synonyms for “M’ will be confusing 
to consumers. Therefore, F’DA is 
maintaining the position that it took in 
the general principles proposal (56 OR 
60421 et 60434) that the terms “trivi8I 
source of*” “negligible source of,” and 
“dietarily Insignificant source of’ are 
suitable synonyms for “free,” provided 
that they are used on the labels or in 
labeling of foods in accordance with the 
egency’s definition, 

57. Another comment stated that, 
unlike “no” and “zero,” which are 
absolute terms, the terms containing the 
language *’ source of’ could 
be misinterpreted. 

FDA acknowledges that “free,” “no,” 
and “zero” are absolute terms that are 
synonymous to one another in their 
meaning. However, FDA also believes 

.that the ” source of’ terms 
that it has listed as synonyms of “free” 
8re appropriate for use on the food label 
and consistent with the egency’s 
definition for “free” because they 
express that the nutrient is present at or 
near the reliable limit of detection and 
thus et e dietetically trivial or 
physiologically inconsequential level. 
Therefore, FDA concludes thet no 
change is warranted in response to this 
comment. 

58. One comment objected to the use 
of the phrases “trivial source of,” 
“negligible source of,” and “dietarily 
insignificant source of’ es synonyms for 
“free” because such phrases equate the 
presence of trivial amounts of a nutrient 
with the ebsence of e nutrient, The 
comment asserted that people can 

experience life~threatening reactions to 
“triviel” amounts of substances. 

FDA does not egret3 that these phr8ses 
are ineppropriete es synonyms for the 
“free” nutrient content claims that are 
being defined in this final rule. As 
explained above, FDA defined the term 
“free” based on a dietarily insignificant 
amount of the nutrient in question, and 
these terms era cansfstarlt with that 
definition. 

Further, FDA advises that the nutrient 
content claims that it is defining in this 
fine1 rule provide consumers with 
information about nutrients in a food, 
and not about substances in foods that 
consumers may need to avoid because 
of allergies or intolerances. A consumer 
should reed the ingredient list on the 
food label to determine whether e food 
contains e substance he or she needs to 
avoid. 

59. Several comments suggeeted that 
FDA include the terms ‘hot any,” “not 
e bit, ” “not a trace,” “never a bit,” 
“never e trace,” “negligtble,” “dietary 
isignifiuince, ” “trivial amount of,” and 
“me8ningle8s” es synonyms for ‘%me.” 

These comments did not provide 
sufficient supporting information to 
persuade the egency that commmem 
commonly understand the terms “not 
my* *’ “not a bit,” “not 8 trace,” “never 
a bit,” “never a trace.” “hegligible,” 
‘*dietary insignificanoe.” ‘yrivial 
amount of,” and “meaningless” to have 
the same meaning as “free.” Therefore, 
FDA is not providing for the use of any 
of these terms es synonyms for “free” at 
this time. However the egency advises 
that interested parsons may submit a 
synonym petition for the use of any of 
these terms as prescribed in new 
5 101.69 of this final rule, 

60. Some comments suggested that 
variations in spelling be allowed for 
descriptors and their synonyms. 

Although FDA has not specifically 
provided for variations in the spelling of 
various descriptive terms or their 
synonyms, except for “light” (“lite”), 
the agency believes that reasonable 
variations in the spelling of these terms 
would be acceptable, provided that 
these variations are not misleading to 
consumers. However, should the agency 
encounter terms that use questionable 
variations in spelling, it will evaluate 
these variations on a case-by-case basis 
to determine whether they comply with 
section 403(a) end (r) of the act. 

b. Statutory limitations on 
circumstances in which an absence 
(“free”) claim may be made. The 1990 
amendments describe the circumstances 
in which claims that state the absence 
of a nutrient may be made on a food. 
Section 403(r)(2)(A)(ii)(I) and 
(r)(2)(A)(ii)(II) of the act, respectively, 
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provide that a claim may not state the 
absence of a nutrient unless: (1) The 
nutrient is usually present in the food 
or in a food which substitutes for the 
food as defined by the Secretary (and 
PDA, by delegation), or (2) the Secretary 
by regulation permits such a statement 
on the basis of a finding that such a 
statement would assist consumers in 
maintaining healthy dietary practices, 
and the statement discloses that the 
nutriwt is not usually present in food. 

i. Substitutefoods. In the general 
principles proposal (56 FR 60421 at 
60432). FDA proposed to define when 
one food may be considered to 
substitute for another to eliminate any 
confusion that may arise over this issue. 
In (j 101.13(d), FDA proposed that a 
substitute food is one that is used 
interchangeably with another food that 
it resembles in its physical, 
organoleptic. and functional 
characteristics, and that it is not 
nutritionally inferior to that food unless 
it is labeled as an “imitation.” The 
agency also proposed in S 101.13(d)(l) 
that a food that does not possess the 
same characteristics as the food for 
which it substitutes must declare the 
difference on its label or in its labeling, 
adjacent to the most prominent claim. 
FDA also proposed in 5 201.13(d)(2) that 
any declaration (i.e., disclaimer) made 
regarding the different characteristics of 
the substitute food should be in easily 
legible print or type, no less than one- 
half the size of the descriptive term. 

The agency also stated in the proposal 
that it believes that identifying imitation 
foods that meet nutrient content claim 
definitions may provide a benefit to the 
consumer, even though they are 
nutritionally inferior. Therefore, FDA 
tentatively concluded that such foods 
should be allowed to bear nutrient 
content claims, as long as they are 
appropriately labeled. 

61. A few comments agreed with 
FDA’s proposed definition for substitute 
foods. Some of the supporting 
comments stated that regulations 
governing the use of substitute foods are 
necessary to avoid misleading 
consumers who are not aware of the 
dissimilarities between an original food 
and a food that serves as a substitute 
food. However, one comment stated that 
the agency lacks the legal basis to 
prescribe the use of disclosure 
statements on substitute foods as 
extensive as that proposed by the 
agency. This comment suggested that a 
disclaimer statement should not be 
required on substitute foods, and that 
the required statement is excessive and 
will result in a label that is confusing to 
consumers. 

The agency disagrees with thti’ 
comment that FDA has no legal basis to 
require disclaimer statements on 
substitute foods. As the agency stated in 
the proposal (56 FR 60421 at 60432), 
section 201(n) of the act provides that 
food labeling is misleading, and thus the 
food is misbranded under section 403(a) 
of the act, if it fails to disclose facts 
material to the consequences of the use 
of the food. For example, if a food has 
different performance characteristics 
than the food for which it substitutes, 
this fact must be disclosed in 
conjunction with the claim that draws a 
connection between the two foods. 
Under sections 201(n), 403(a). and 
701(a) of the act, the agency has the 
authority to require disclaimer 
statements when these statements are 
necessary to disclose material facts. 

The agency also disagrees with the 
contention that disclaimer statements 
will confuse consumers. The agency 
believes that this information is of value 
to consumers because it informs them 
about important aspects of the food that 
otherwise would not be evident. 

62. Some comments addressed 
specific aspects of disclaimer 
statements. One comment that opposed 
the agency’s proposed definition for a 
substitute food stated that the proposal 
is overly broad, and that FDA should 
limit the disclosure requirements to 
differences that materially limit the uses 
of a substitute food when compared to 
the food it resembles. 

The agency has reconsidered its 
proposed requirements for disclaimer 
statements. FDA believes that 
“differences in performance 
characteristics” between a substitute 
food and an original food may include 
minor differences that consumers would 
consider relatively unimportant for that 
food (e.g., a different freezing point for 
a nonfat thousand island dressing 
substitute). The agency believes that 
such differences are significant only 
when they materially limit the use of 
the food compared to the use of the 
original food (e.g., “not recommended 
for frying”). FDA concludes that when 
the differences between the substitute 
food and the original food do not limit 
the use of the substitute, they need not 
be disclosed because they would not be 
considered to be material facts that 
relate to the consequences of the use of 
the food. Therefore, the agency is 
revising new-f 101,13(d)(l) to state, that: 

If there is a difference in performance 
characteristics that materially limits the use 
of the food, the food may still be considered 
a substitute if the label includes a disclaimer 
adjacent to the most prominent claim as 
defined in paragraph (j)(Z)(S) of this section, 
I_ 

informing the consumer of such difference 
(e.g.. “not recommended for frying”). 

Furthermore, to ensure that the 
disclaimer is presented with appropriate 
prominence, consistent with the 
requirements for other required 
supplementary information (e.g., referral 
statements), the agency is revising new 
5 161,13(d)(2) to read: 

This disclaimor shall be in eesilv legible 
print or type and in a size no less {hanthat 
reauired by ii 101.105(i) for the net quantity 
of’contentb statement except where the size 
of the claim is less than two times the 
required size of the net quantity of contents 
statement, in which case the disclaimer 
statement shall be no less than one-half the 
size of the claim but no smaller than one- 
sixteenth inch. 

63. A few comments stated that “shelf 
life” should be deleted from the 
definition because future developments 
may result in superior substitute foods 
with a longer shelf life. 

The atzencv reiects this comment. The 
agency belieies that, for two foods to be 
considered to be used interchangeably, 
they should generally resemble each 
other with respect to shelf life. 
However, the agency points out that the 
definition does not require that the 
substitute possess the same shelf life . 
characteristics as the original food. As 
revised, the regulation wouid only 
require disclosure of the shelf life of the 
substitute food if that information is a 
material fact, as discussed in the 
previous comment. 

64. One comment requested that FDA 
provide clarification in the final rule 
that differences in shelf life can be 
disclosed through code dates or 
freshness uarantee statements. 

When s lfl elf life information is 
required under the revised provisions, it 
would be appropriate to disclose the 
information through code dates or 
freshness guarantee statements if this 
information is presented in a readily 
understandable manner, in accord with 
the other requirements for disclaimers. 

65. One comment suggested that any 
differences in performance 
characteristics associated with 
substitute foods should he located in the 
bottom 30 percent of the PDP as 
provided for in proposed 5 101.67(b). 
This comment argued that proposed 
5 ~01.13(d)(l) should be revised to 
conform to that provision. 

FDA rejects this comment. The agency 
believes that the disclaimer should be 
adjacent to the most prominent claim as 
it proposed because of the importance of 
the information. Further, the agency 
also notes that in the final rule on .he 
use of nutrient content claims for butter, 
which appears elsewhere in this issue of 
the Federal Register, it is revising new 
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0 101.67 to be consistent with new 
‘5 101,13(d)(l). 

66. One comment argued that the 
dietary, health, and ec&omic 
consequences regarding the use of 
substitute foods have not been 
addressed. Ws comment stated that the 
nutritional science associated with 
substitute foods is .msufficient to fully 
determine whether they should be 
considered equivalent to traditional 
foods. 

FDA is not authorized under ihe act 
to judge the dietary, health, or economic 
consequences of the use of substitute 
foods. Under section 403(r)(Z)(A) of the 
act, foods that substitute for other foods 
must satisfy certain requirements if they 
are to bear nutrient content claims that 
highlight differences between them and 
the foods for which they substitute (see, 
e.g., section 403(r)(2)(A)(ii)(I) of the act). 
By issuing these labeling provisions for 
substitute foods, FDA has not judged 
that substitute foods are equivalent to 
traditional foods. These provisions are 
intended to ensure that material 
differences between the use of the 
substitute food and the use of the 
original food are conspicuously stated 
on the label or labeling of the food, so 
that consumers can make fully informed 
judgments about their value and their 
usefulness in maintaining healthy 
dietary practices. 

67. A few comments expressed the 
view that consumers may not 
understand the difference between 
substitute foods and imitation foods. 
One of these comments su 

P 
ested that 

data should be used to eva uate 
consumer perception on the diffsrences 
between these terms. 

FDA is not aware of any consumer 
confusion from the use of the terms 
“substitute” and “imitation“ on food 
labels, nor did these comments provide 
any information to show that such 
confusion exists. Imitation foods are a 
subgroup of substitute foods. Under 
5 101.13(e), imitation foods are defined 
as being nutritionally inferior to the 
foods for which they substitute and that 
they resemble. F+DA believes that the 
labeling requirements for substitute, and 
imitation foods will enable consumers 
to understand the nature of each of 
these types of foods. Therefore, FDA is 
making no change in response to these 
comments. 

ii. Foods inherentfyfree of a nutrient. 
In the generai principles propose1 (56 
FR 60421 at 60433), the agency 
proposed for calories in 
5 101.6O(b)(l)(ii) and sodium in 
S 101.6l(b)(l)(iii) that if a food is 
inherently free of the nutrient, without 
the benefit of special processing, 
alteration, formulation, or reformulation 

to lower the content of that nutrient, 8 
“free” claim on such food must refer to 
all foods of that type and not to a 
particular brand. In the fat/cholesterol 
proposal, the agency proposed a similar 
requirement for foods .inherently 
cholesterol free ( 
5 101.62(d)(l)(i) 

roposed 
& 1 and (d)(l)(ii)(E)) or 

fat free (proposed § lOl.SZ(b)(l)Uii)). 
FDA proposed to establish this 

approach as a general requirement for 
nutrient content dlaims for “free” and 
claims for “low” in 5 101.13(e)(2). 
Conversely, the agency provided in 
proposed 5 101.13(e)(l) that, if a food 
has been processed, altered, formulated, 
or reformulated to remove the nutrient 
from the food, it may appropriately bear 
the terms “free” or “low” before the 
name of the food. FDA specifically 
requested comments on the proposed 
provision allowing “free” or “low” 
claims on foods that do not usually 
contain, or are usually low in, a 
nutrient. 

68. A few comments stated that the 
agency should not allow use of the 
statement “ , a (nutrient) fkee 
food,” on processed, foods that do not 
normally contain the nutrient. These 
comments contended that this approach 
would eliminate the use of claims where 
the only benefit is to the manufacturer. 

The aeencv reiects this comment. The 
agency celie;es,‘as stated in the 
proposal (56 FR 60421 at 60433). that 
highlighting that a food is free of a 
nutrient can help consumers to 
maintain healthy dietary practices 
whether the food is inherently free of 
that nutrient or is processed to be that 
way. Further, FDA believes that when a 
food is inherently free of a nutrient as 
a result of how it has been formulated, 
the disclosure “-, a (nutrient) 
free food“ is necessary to prevent 
“(nutrient) free” claims from being 
misleading. 

69. One comment argued that FDA 
should consider use ofthe term 
“naturally low in fat” instead of “ , a fat free food.” Another 
comment preferred more flexibility in 
the wording of nutrient qualifiers (e.g., 
“as always, sodium free” or “naturally 
sodium free”). 

FDA points out that new 
8 101.13(e)(2) does not dictate the 
precise wording that manufacturers are 
to use to advise consumers that the food 
inherently meets the criteria and to 
clearly refer to all foods of that type. 
Therefore, the agency believes that the 
regulation contains sufficient flexibility 
with respect to the wording of the 
required qualifier. FDA will assess 
qualifying statements used on labels to 
determine whether the wording used 
meets the requirements of the 

regulations and take action on those that 
do not. Clearly, all such possible 
qualifiers do not meet the regulatory 
criteria. For example, FDA believes that 
the term “always” as used in the 
disclosure statement s 
comment does not clear y indicate that T 

ested by the 

all foods of that type are also free of the 
nutrient. Thus, it may be tnterpreted to 
mean that only that brand of the food is 
free of the nutrient, and, as such, the 
claim is misleading. 

70. Some comments opposed use of 
the statement “a fat free food” on foods 
that are inherently fat free. These 
comments stated that foods naturally 
“fat free” are placed at a disadvantage 
as compared to foods that have been 
modified to lower their fat level. One 
comment suggested that use of the term 
“fat free” instead of ” 
fat free food” should be appropriate A,” 
foods that are inherently fat free. 

The agency disagrees with these 
comments. FDA continues to believe 
that when a “fat free” claim is made on 
foods that are inherently free of that 
nutrient, the claim is misleading unless 
it is accompanied by a statement that all 
foods of that type are inherently fat free. 
Thus, the agency is not providin 
use of “fat free” without the disc 1 

for the 
aimer 

on foods that are inherently fat free. 
71. One comment requested 

clarification of proposed f 101.13(e)(l). 
The comment noted that the language of 
that section allows only those foods that 
are formulated, reformulated, specially 
processed, or altered to remove a 
nutrient from the product to bear the 
claim “free” or “low” before the name 
of the food, without the generic 
statement that all foods of that type are 
“free” of, or “low” in, that nutrient. The 
comment asserted that it is not clear 
whether a food that has been formulated 
to not include a nutrient that could be 
present in the food would be allowed to 
bear a claim addressed by proposed 
S 101.13(e)(l). For example, potato 
chips, fried in vegetable oil are free of 
cholesterol because the oil is cholesterol 
free, while potato chips fried in lard are 
not cholesterol free because of the 
cholesterol introduced by the lard. The 
comment emphasized that such foods 
are not “inherently free” of a nutrient 
but have instead been formulated so that 
the nutrient is not added. The comment 
recommended that the agency allow the 
terms “free” and “low” to be used on 

S”%l~~~~that there is a need for 
clarification in proposed 5 101.13(e)(l) 
to allow for the use of “free” and “low” 
claims on foods that are formulated in 
such a way that certain nutrients that 
may be present in the food are not 
added to the product. The agency 
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believes that formulating a food in a 
way that precludes certain nutrients 
from being added to the food is 
equivalent to processing a food such 
that the nutrient is removed from the 
product. Thus FDA has modified new 
5 101.13(e)(l) to state: 

Becau& the use of a “free” or “low” claim 
before the name of a food implies that the 
food differs from other foods of the same 
by virtue of its having a lower amount of P e 
nutrient, only foods that have been spci;~lly 
processed, altered, Cxmulated, or 
reformulated so LM to lower the amount of the 
nutrient in the food, remove the nutrient 
from the food, or not include the nutrient in 
the food may beer such a claim (e.g., “low 
sodium potato chips”). 
FDA believes that this amendment will 
alleviate any confusion concerning the 
appropriate use of “free” and “low” 
claims. 

72. A few comments suggested that 
FDA should expand its criteria for 
claims regarding the absence of a 
nutrient to encompass foods produced 
by modem advances in technology, e.g., 
biotechnology, horticulture, or crop 
selection. -- 

FDA’s criteria for nutrient. content 
claims apply to all foods. The agency is 
not aware of special needs with rWpeCt 
to foods of the types mentioned in the 
comment and cannot conclude at this 
time that special provisions in the 
regulations are deeded for these foods. 
c. Specific definitions 
i. Sodium free and terms related to slrdt 

73. Several comments objected to the 
provision in proposed f 1016l(b)(l)l!ii) 
that a food containing added salt 
(sodium chloride) or any ingredient that 
contains sodium cannot be labeled 
“sodium free,” even though it still 
contains 5 mg or less of sodium per 
serving. One of these comments stated 
that “free” terms should be based sollely 
on the analytical definition, and that 
consumer education programs should be 
set up to explain the definitions. Other 
comments agreed that the food should 
not contain any added sodium chloride 
but believed that disallowing 
ingredients containin 

f 
sodium was 

unnecessary and over y restrictive, A 
trade association for the cracker 
industry said that for years “sodium 
free” crackers have been used at 
hospitals for patients on s.odium- 
restricted diets. Because these crackers 
are made with enriched wheat flour that 
naturally contains trivial amounts of 
sodium, they could not continue to be 
marketed as “sodium free” under the1 
proposed rule. This cumment requested 
that proposed 5 101.6l(b)(l)(ii) be 
entirely eliminated or modified to allow 
a “sodium free” claim when a food has 

ingredients that contain naturally 
okrring sodium. 

Altemativelv. some comments totailv 
supported the*broposed rule. They * 
agreed that the listing of salt as an 
ingredient of a product bearing a 
“sodium free” claim is confusing, and, 
therefore, its addition should be 
disallowed. Other comments suggested 
that the confusion could be eliminated 
if the label of such a product explained 
that the product contains a trivial 
amount of sodium. Most of these 
comments preferred that such a 
disclosure appear in the ingredient 
statement. 

The agency has reconsidered the 
provision that disallows the addition of 
sodium chloride or ingredients that 
contain sodium to foods that bear a 
“sodium free” claim and is persuaded 
that it is unduly restrictive. The agency 
accepts the recommendation that the 
proposed provision be eliminated, and 
that a disclosure statement be required 
to avoid consumer confusion about the 
quantity of sodium in the food. The 
agency is persuaded that it is the listing 
of salt (sodium chloride) or related 
substances that are generally understood 
by consumem to contain sodium (e.g., 
baking soda or ingredients with sodium 
as part of their common or usual name 
such as sodium ascorbate) that creates 
the confusion. Accordin ly, the agency 
is revising new 5 101.61 w )(l)(U) to ’ 
require that the listing of these 
ingredients in the ingredient statement 
be followed by an asterisk that refers to 
a disclosure statement appearing below 
the list of in 
to read: “ad r 

dients. The statement is 
F a trivial amount of 

sodium,” “ adds a negligible amount of 
sodium,” or “adds a dietarily 
insignificant amount of sodium.” The 
agency concludes that ingredients that 
may contain trivial amounts of sodium, 
such as enriched flour used in making 
crackers, do not contribute to consumer 
confusion and, thus, do not need a 
disclosure statement. 

74. One comment requested that any 
label on which the term “sodium free” 
appears be required to include the 
disclosure, “contains less than 5 mg of 
sodium per serving.” This comment 
stated this disclosure would alert 
consumers to the possible presence of a 
dieterily insignificant amount of 
sodium, and, thus, an ingredient list 
that includes a sodium-containing 
compound would no longer be a 
potential source of confusion. 

The agency disagrees with this 
recommendation because it believes that 
requiring a disclosure with all “sodium 
free” claims is not necessary and would 
add to label clutter. In the document on 
mandatory nutrition labeling published 

elsewhere in this issue of the Federal 
Register, FDA’is concluding that less 
than 5 mg of sodium is a dietarily 
insignificant amount and may be 
declared as “0” in the nutrition label. 
The agency sees no reason to take a 
different position with respect to the 
nutrient content claim. Disclosing the 
quantitative amount of sodium on a 
label that bears a “sodium free” claim 
and dec.lares “0” sodium in the 
nutrition label would only create 
consumer confusion. Accordingly, the 
agency is not revising new 8 101&1(b)(l) 
to require the requested disclosure. 

75. A few comments requested that 
products not meeting the “sodium free” 
definition because they contain 5 mg or 
more of naturally occurring sodium 
should be allowed to use the claim 
“unsalted” (“without added salt,” “no 
salt added”) without having to disclose 
“not e sodium free food.” One comment 
stated that there is virtually no risk that 
a consumer would associate ‘unsalted” 
as being synonymous with “sodium 
free.” Another comment requested that 
the term “unsalted” be a synonym for 
“salt free” foods. Other comments 
disagreed and supported the 
m uirement for a disclosure. 

I% e term “unsalted” (“without added 
salt” or “no salt added”) on a food that 
is not sodium free and that does not 
disclose that it is “not a sodium free 
food” could mislead consumers, as 
explained in the proposed rule (56 FR 
60435). The comments presented no 
evidence that consumers would not be 
confused by this claim without the 
disclosure. Therefore, the agency is not 
persuaded to change its position on the 
need for the disclosure. However, to 
reduce the amount of information 
required on the principal display panel, 
the agency will allow this disclaimer to 
be placed in the information panel. The 
referral statement required b section 
403(r)(2)(5) of the act will re r er the 
consumer’s attention to the information 
panel. This statement will ensure that 
this material fact is brought to the 
consumer’s attention through a 
statement .made in conjunction with the 
claim. Accordingly, the agency is 
changing the required locetion of this 
disclosure in S 101.61(c)(2)(iii). 

Furthermore, the agency does not 
agree that the term “unsalted” should be 
used as a synonym for the term “salt 
free.” To confine “unsalted” claims 
only to foods that meet the “sodium 
free” definition, including foods bearing 
a “salt free” claim would be overly 
restrictive. The agency is denying this 
request. 

76. One comment stated that for over 
25 years, cracker manufacturers have 
been making crackers with no surface 
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salt that are described on their labels as 
“Unsalted Tops * * l Crackers.” These 
crackers are made with sodium chloride 
and baking soda and have never claimed 
to be low or reduced in sodium. The 
comment says that these products meet 
the desire of some consumers for 
crackers that taste less salty. The 
comment asked whether this name can 
continue to be used in light of proposed 
5 101.61(c)(2)(i), which specifies that the 
term “unsalted” may only be used on a 

< food label if no salt is added to the food 

j 

during processing. It requested that the 
rule be modified to allow for the use of 
the name “Unsalted Tops l * l 

Crackers” as well as other names in 
which the term “unsalted” is qualified 

i 
and does not refer to the entire food. 

The use of the term “unsalted,” as it 
appears in the name “Unsalted Tops l 

l l Crackers,” modifies the word 
“tops.” When used in this con text, 
“unsalted” does not refer to the salt 
content of the entire food. For this 
reason, the agency does not consider 
this use of the term “unsalted” to be 
subject to the requirements of new 
5 101.61 and does not believe that this 
rule needs to be modified to allow for 
the use of this name or other names in 
which the term “unsalted” is qualified 
in this manner. Accordingly, the agency 
has not revised the definition of 
“unsalted.” 

77. One comment stated that it is 
misleading for plain corn to claim “no 
added salt” when frozen corn does not 
have added salt. 

In the absence of details in the 
comment, the agency presumes that this 
comment is referring to canned corn by 
the term “plain corn.” The agency has 
a food standard (5 155.130) for canned 
con that permits salt as an optional 
ingredient and understands that salt is 
usually added to this product. The 
agency believes that if no salt is added 
to canned corn, the food that it 
resembles and for which it substitutes is 
canned corn, not frozen corn. Therefore, 
the agency concludes that it is not 
misleading for the product to bear the 
claim “no added salt.” 

ii. Sugarfree. 78. At least one 
comment recommended that FDA 
define the term “sucrose free” instead of 
“sugars free.” 

79. At least one comment 
recommended that FDA define the term 
“nc, refined sugar.” 

The agency disagrees. Sucrose is only 
one of the sugars found in foods. For 
this reason, the agency believes that the 
term “sucrose free” would mislead 
consumers into believing that the food 
is free of all sugars. Accordingly, the 
agency is not defining “sucrose free.” 

The agency is not accepting these 
comments. The agency is concerned that 
consumers would be misled into 
believing that a food containing no 
refined sugar is better than a food 
containing refined sugar. The dietary 
guidelines (Ref. 7) advise Americans to 
consume sugars in moderation. 
Consumers need to understand that it is 
the amount of dietary sugar, not 
whether or not it is refined, that is 
important in following the guidelines. 
Accordingly, the agency is not defining 
the term “no refined sugar.” 

80. A couple of comments requested 
that the term “sugar free” be used 
instead of the term “sugars free.” One 
comment said that the term “sugar free” 
would be in harmony with the term 
permitted in Canada and other 
countries. Another comment stated that 
although the term “sugars free” is 
technically correct, it is unfamiliar and 
will confuse the majority of consumers. 
The comment expressed doubt that 
consumers understand or care about 
FDA’s reasons for proposing “sugars 
free” and believed that only a few 
consumers would notice that the listing 
in the nutrition label is for “sugars,” not 
“su ar.” 

& e agency is persuaded, based on the 
arguments made by the comments, that 
the term “sugars free” may be confusing 
to consumers. Accordingly, the agency 
is defining the term as “sugar free” in 
9 101.60(c)(l). The agency oints out 
that this section provides tg at a food 
label may bear this claim if the food 
contains less than 0.5 g of sugars, as 
defined in new f 101.9(c)(6)(ii) in the 
final rule on mandatory nutrition 
labeling, published elsewhere in this 
issue of the Federal Register 
(redesignated from 5 101,9(c)(6)(ii)(A) in 
the proposao. FDA proposed to define 
“sugars” as the sum of all free mono- 
and oligosaccharides through four 
saccharide units and their derivatives 
(such as sugar alcohols). However, as 
discussed in the final rule on nutrition 
labeling, in response to comments, the 
agency is changing the definition to 
include only mono- and disaccharides. 
Thus, the term “sugar free” refers to less 
than 0.5 of mono- and disaccharides. 

81. At H east one comment requested 
that FDA define “sugar free” as free of 
all simple sugars. 

82. Numerous comments re uested 
that the term “sugar free” be a 1 lowed to 
describe foods containing sugar alcohols 

FDA disagrees with this comment. As 
explained in the above section, the 
agency is defining “sugar free” as less 
than 0.5 g of sugars, that is mono- and 
disaccharides. FDA believes that this 
terminology is more precise than the 
term “simple sugars.” 

(polyols). These comments suggested 
that FDA either should exclude sugar 
alcohols from the definition of “sugars” 
or should broaden the exemption in 
proposed S 101.13(o)(8) that allows the 
term “sugar free” on the label of 
chewing gums that contain sugar 
alcohols. The comments uested that 
foods containing sugar alto “fi 01s. such as 
soft candies, hard candies, breath mints, 
lozenges, and sodas, be included in the 
exemption. Alternatively, a few 
comments stated that allowing the claim 
“sugar free” on chewing gums would be 
confusing to consumers if sugar alcohols 
are included in the defmifion of sugars. 
One of these comments proposed that 
the claim on chewing gums should be 
“contains sugar alcohols” rather that 
“sugar free.” Other comments suggested 
that the claim on chewing gums as well 
as other foods containing sugar alcohols 
should be “sugarless” to avoid 
confusion with foods meeting the 
definition of “sugar free.” They believed 
that this term should be allowed only 
for foods that typically contain sugar, 
are modified to contain only sugar 
alcohols, and do not contain other 
carbohydrates. 

The agency has reconsidered this 
issue and is persuaded that the term 
“sugar free” should be allowed to 
describe foodscontaining sugar 
alcohols. As described above, the 
agency is changing the definition of 
sugars to include only mono- and 
disaccharides. Thus, sugar alcohols are 
no longer included in this definition. A 
food containing sugnr alcohols may bear 
a “sugar free” claim as long as it meets 
the requirements in new 5 101.60(c)(l) 
for “sugar free” and in new 
§101.9(&6)(iii) that polyol content be 
disclosed, as discussed in the final rule 
on nutrition labeling published 
elsewhere in this issue of the Federal 
Register. Accordingly, the agency is 
deleting proposed S 101.13(o)(8) because 
the exemption that is provided is no 
longer needed. 

83. Numerous comments supported 
the statement “useful only in not 
promoting tooth decay” in proposed 
5 101.13(o)(8), to continue to allow on 
the label of chewing gums that claim to 
be “sugar free.” Many of the comments 
requested that the statement be allowed 
on the labels of other foods containing 
sugar alcohols that claim to be “sugar 
free.” One comment suggested that FDA 
should revise the definition of “sugars” 
to exclude sugar alcohols and revise 
proposed S 101.6O(c)(l)(iii)(B) to allow 
the requested statement to accompany 
“sugar free’” claims. This provision, as 
proposed, would require either the 
statement “not a reduced calorie food,” 
“not a low calorie food,” or “not for 

. 



weight control.” Other comments 
suggested that FDA should broaden the 
exemption in proposed 5 101.13(o)(8) to 
allow the re uested statement to appear 
on other f ooi 5. Alternatively, at least 
one comment suggested only the 
states ents “not a reduced calorie food” 
and “not a low (free) calorie food” are 

. appropriate. The soniment s 
x 

ecifically 
suggested that FDA should isallow the 
statement “useful only in prevention of 
tooth decay” with “sugar free” claims. 
This comment also implied that FDA 
should disallow the statement “not for 
wei 

I? T 
t control” with “sugar free.” 

e agency has reviewed these 
comments and has determined that 
there is no compelling reason to 
disallow the statement “not for weight 
control.” However, the agency has 
concluded that the statement “useful 
only in not promoting tooth decay” 
should not be allowed because it is an 
unauthorized health claim. In the 
general principles proposal (56 FR 
60437), the agency stated that it 
intended to reevaluate the usefulness of 
chewing gums sweetened with sugar 
alcohols in not promoting tooth decay. 
The agency acknowledged that the data 
supporting the claim were over 20 years 
old and requested new data. The agency 
received data in response to the re uest 
and will make a determination on t % e 
validity of this claim in accordance with 
the final rule on health messages 
published elsewhere in this issue of the 
Federal Register. Accordingly, the 
agency is not revising 
$101.60(c)(l)(iii)(B) to allow the 
statement “useful only in not promoting 
tooth decay” to appear with “sugar free” 
claims. 

The agency is deleting the exemption 
in proposed 5 101.13(o)(6) that would 
have allowed a “sugar free” claim on 
chewing gums containing sugar alcohols 
and the statement about not promoting 
tooth decay. As explained above, this 
exemption is no longer needed because 
the agency has decided not to define 
sugar alcohols as “sugars.” 

84. Many comments requested that 
FDA revise proposed 5 101,13(o)(8) to 
allow the statement “Toothfriendly” to 
accompany “sugar free” claims on the 
label of chewing gums in place of the 
statement “useful only‘ in not promoting 
tooth decay.” In addition, these 
comments requested that such 
statements may be accompanied by a 
pictogram of a smiling tooth. These 
comments stated that the term 
“Tooth friendly” is more readily 
understood by consumers with limited 
reading and vocabulary skills. One 
comment said Ihe “Toothfriendly” 
dental education programs have been 
successfully promoted in several 

European countries by “Toothfriendly 
Swfds International,” a nonprofit 
orgatiization dedicated to promoting 
dental health. The agency received at 
least one comment opposing the term 
“Toothfriendly.” The comment 
contended that the “Toothfriendly” * 
program is just another third party 
endorsement program similar to those 
the agency has considered in the past. 
It stated that the claim is unsupported 
by any evidence and would promote the 
consumption of foods that are 
completely without nutritive benefit. 

The agency is denying this request 
because it believes that the statement 
“Toothfriendly” accompanied by a 
pictogram of a smiling tooth is an 
implied health claim that, unless a 
regulation is established, is 
unauthorized (see section 403(r)(l)(B) of 
the act). As discussed in the previous 
comment, the agency has not made a 
determination that chewing gums 
sweetened with sugar alcohols are 
useful in not promoting tooth deca 

85. A few comments stated that tt e 
definition of “sugar free” should be less 
than 4 g per servi 
selected this value Y 

. They said that they 
ecause it is the 

dietary requirement for diabetics. 
Another comment requested that the 
term “sugar free” be accom 
the statement: “For use in lr 

anied by 
iabetic meal 

plans. Not a reduced calorie food (if 
ap ropriate).” 

f he agency does not agree that “sugar 
free” should be. less than 4 g of sugars 
per serving as explained in the general 
principles proposal (56 FR 60421 at 
60436). The agency emphasized there 
that the definitions of nutrient content 
claims do not specifically address issues 
related to diabetes management 
practices, and that diabetes management 
should not be based solely on the 
consumption of “sugar free” foods. 
Rather, diet planning for diabetics 
should encompass the entire diet and be 
supervised by a trained professional. 
The agency notes that the American 
Diabetes Association (ADA) submitted a 
comment that expressed strong support 
for defining “sugar free” at less than 0.5 
g per serving. It stated that the amount 
of sucrose or other sweeteners in their 
recipes should not be used in the 
context of support for defining this 
claim. Accordingly, the agency is not 
defining “sugar free” as less than 4 g per 
serving. Consistent with this policy on 
“sugar free,” the agency also denies the 
request that “sugar free” claims be 
accompanied by the statement, “For use 
in diabetic meal plans. Not a reduced 
calorie food.” 

86. A couple of comments objected to 
the provision in proposed 
ii 101.6O(c)(l)(ii) that a food containing 

added ingredients that are sugars cannot 
be labeled “sugar free,” even though it 
still contains less than 0.5 g of sugars. 
One comment stated that FDA should 
not distinguish between trivial amounts 

It 
resent naturally, and those resent 
ecause they wem added. OtK er 

comments supported the proposal. They 
agreed that the listing of a sugar, for 
example, as an ingredient of a product 
bearing a “sugar free” claim is confusing 
and misleading. One comment 
expressed concern that the agency is 
allowing ingredients containing su ars, 
such as fruit juices, to sweeten foo 6: s 
that bear a “sugar free” claim. Other 
comments suggested that the confusion 
could be eliminated if the label of a 
“sugar free” food that has ingredients 
containing sugars disclose that the 
amount of sugar is trivial. Most of these 
comments preferred that the disclosure 
ap 

:! 
ear in the ingredient statement. 
he agencv has reconsidered the 

provisi& tdt disallows the addition of 
ixrgredients that are sugars to foods that 
bear a “sugar free” claim and is 
persuaded that it is unduly restrictive. 
The agency accepts the recommendation 
that the proposed provision be revised 
and that a disclosure statement be 
required to avoid consumer confusion 
about the quantity of sugar in the food. 
The agency believes that it is the listing 
of sugar or in$edients that are generally 
known to contain sugars that creates the 
confusion. Accordingly, the agency is 
revising new 0 101.6O(c)(l)(ii) to require 
that the food contain no ingredient that 
is a sugar, or that is generally 
understood by con‘sumers to be a sugar, 
unless the listing of the ingredient in the 
ingredient statement be followed by an 
asterisk that refers to a disclosure 
statement appearing below the list of 
ingredients. The statement shall reed: 
“adds a trivial amount of sugar,” “adds 
a negligible amount of sugar,” or “adds 
a dietarily insignificant amount of 
sugar.” 

Iii. “No added sugar,” and 
“unsweetened’l”no added sweeteners”, 
In the general principles proposal (56 
FR 60421 at 604371, FDA proposed in 
f 101.60(c)(2) to permit the use of Ihe 
terms “no added sugars,” “without 
added sugars,” or “no sugars added” 
(revised in this final rule to state “no 
added sugar,” ” without added sugar,” 
or “no sugar added” as discussed in the 
section on “Sugar Free”). The agency 
said, however, that to use the claim five 
conditions must be met: (2) No amount 
of sugars, as defined in proposed 
$lOL9(c)(6)(ii)(A) (redesignated as 
!j 101.9(c)(6)(ii) in the final rule on 
mandatory nutrition labeling pub&he ’ 
elsewhere in this issue of the Federal 
Register), is added during processing c 



packag& (2) the p&Wct does not 
contain ingredients that c&ain added 
sugars; (3) the sugars content has not 
been increased above the amount 
naturally present @the ingredients by 
60818 means such as the use of enzymes; 
(4) the food that It resembles and for 
which it substitutes noxvFauy contains 
added sug@; arid (5) the product bears 
a statement that the food is not low 
calorie or calorie reduced [unllessthe 
food meets thy reqtiments for a low 
or reduced’calorie food) and d.imting 
consumers’ attention to the nutrition 
panel for further information on sugars 
and calorie content. 

The intent of the agency in defining 
these terms was to aid consumers in 
implementing dietary guidelin:es that 
stipulate that Americans should 
“consume sugars only in moderat&,” 
consistent with the d&nition for 
“sugars” that FDA is addptin in new 
f 101.9(6)(6)(ii) in the final ru B Won 
mandatory nutrition labeling. In 
implementing the guidelines, the 
purpose of the “no added suga;r” claim 
is to present consumers with 
information that allows them to 
differentiate betwee& similar foods that 
would normally be expected to contain 
added sugars, with respect to the 
presence or absence of added sugars. 
Therefore, the “no added su@r” claim 
is not appmpriate to desc@ foods that 
do not normally c&t& added su 
In such cases, flroposed S lomqc (3)’ $” 
would pmvide for the use of a factual 
statement that the food is unsweetened, 
or that it contains no added sweeteners 
in the cuse of a food that contains 
apparent substantM iphemnt sugar 
content, e. .) hit j&es, without 
mqti,ng f at the food meet the 
definition for “sugar f&e.” 

67. Some comments addressed use of 
the “no added sugar” terms on foods 
containing fruit juice ss an fngredient. 
One comment interpreted the proposal 
as pmviding that modified juice 

Ll 
mducts and juice products that 

ction as sweeteners are not to be 
considered as added sugars. The 
comment speci&ally reque$ted &at 
FDA clarify its position on this matter. 
Another comment stated that the1 use of 
fruit juices as sweetening agents caused 
problems for diabetics and sugeested 
that the five requirements listed fin new 
8 101.60(c)(2) for a “no added sugar” 
claim should be supplemented by a 
sixth criterion: That a food does ilot 
contain sugars in the form of fruil juice. 
hvit concentrate, applesauce, or dried 
fruit. 

The agency advises that the purpose 
of a “no added sugar’ elaiti is to 
identify a food that differs from a 
similar food because it does not clontain 

the added sugars tbat would noti~lly 
be present in the other Eood. For this 
pmvhion to be of practicai benefit to 
conwmers. it must preclude usa of the 

the use of any ingredient that contains 
sugars, including fruitjuice and 
modified or concentrated fnrit juice, for 
the purpose of substitutip 
that would normally be a d 

for sugars 
ded to a food 

precludes the use of the *‘no added 
sugar” nut&M content claim. To avoid 
misinterpret@ion of the regulation on 
this matter, FDA is revising new 
I101.6O(c)(Z)(i) to state: “No amount of 
sugurs, es defhed in S lOl.S(c)(S)(ii), or 
any other ingredient that contains 
sugars that fnnctionally substitute for 
added sugars is added during processing 
or packaging.” 

88. One timment interpreted 
proposed 5 lOl.SO(c](2) to mean that a 
“no added sugar”‘.claim would not be 
precluded on a product such as an all- 
fruit spread if that product does not 

added sugar” claim, the i&gredie~~ts in 
the all-fiuit s$r@d could not include 
any ipigrrdent &at &ets the agency’s 
definition of “sugar+” (new 
§ 101.9k)(6]@i)), or any ingredient that 
contains sugars that functifmelly 
substitute for added sugars (e.g., fruit 
juice) (new 8 lOL6O(c)(2)(i)J, nor any 
ingredient that contains added sugars 
(e.g., concentrated fruit juica) (new 
§ 101.60(c)c)&~(ii~. 

89. A comment recommend\ed that 
foods that contain only indigenous 
sugars, but not including sugars present 
in cdncantiated or otherwise altered 
ingredients or products, be exempt from 
the uirement for disclaimer and 
referra statements. This comment stated “f 
that a statement such as “no added 
sugar” is less a nutrient content claim 
than an essunmce that the sweetness 
characteristics of a product are not 
derivad from added processed sugars, 
such as sucrose or high fructose corn 
syrup, and that this information is 
essential to diabetics tit have been 
instructed by a physician to seek out 
foods that do not have added processed 
su 

h 
ar but instead are fruit juice based, 

e comment suaaested that the 
required disclaime&dicating that a 
food is not “low” or “educed” in 
calories may be misleading to 
cbnsumers, causing unjust alarm thet a 
juice product is high in calodes and 
unhealthy. As an alternative to the 
disclaimer, the comment favored a 
qualifying statement for foods 

sweatened with concentrated juices, 
such as ‘*sweetened with concentrated 
gra 

R 
8 juice.” 
similar comment reauested that 

FDA exemfi pure fruit j&es from the 
pmvlsions~of pmposed S 101.60(c)(2) or 

requirements ti+ the food that the 
product tisembles and for which it 
subst&~,p~ally c-ins added 
sug@ end t&k the pmduct beare 
disclaimer statement that it is not low 
calorfe or calorie reduced and that 
directs the consum&r’s attention to the 
nutrition panel). The comment stated 
that a “no added sugar” claim on fruit 
juices had been used for mahy y&m 
without consumer confusion, that it 
hei d to increase consumer awareness 
of tr e added sugar&I flavored &inks, 
and that products that are pure juices do 
not contain added sugars. The comment 
also stated that consume* regard the 
terms “no added sweeteners” and “no 
added sugar” as s 
they do not regar 6” 

onymous, and that 
juices as low or 

reduced calorie products. 
The agen disagrees with the 

fundemerita positbn of these 7 
comikmti &fit8 sp&:ailow~ca for 
the “‘no ad&d 8~” cl*m &mld bi, 
made I&XI the sum add& to a food 
are inhere&t to the :h di~.tbro 
whi&theyazeadde .Aadisquss r 2 in 
comment 79 in section @.B.c& of this 
d-ant, the aga~cy,bel.ieves tit it is 
misleading to imply that a food that 
contains inherent sugars is nutritionally 
superior to a foqd that c+ains refined 
sugars. Thus. the labeling of a product 
sweetgned with juice concentrate, 
though it bears a factual statenhrmt 
identifying the source of the sweetener, 
would be misleadin 
statement ‘ho add, ec! 

if it includttd the 
sugar.” The agency 

concludes that granting the aIIowances 
that these comrhents seek would permit 
the use of ‘ho added sugar” in a manner 
that is inconsistent with tbe purpose of 
this claim, i.e., to aid consumers in 
implementing dietary guidelines that 
stipulate that Americans should 
“conmaugars only in moderation.” 
Thus, FDA is not making any changes 
in response to these comments. 

90. One comment expresseg concern 
that the addition of concentrated j&e 
to unconcentrated apple juice.for the 

x 
urpose 
nished 

of achieving uniformity in the 
juice may preclude the use of 

the term “no su ar added.” 
The agency a d vises that the addition 

of a concentrate of the same juice to 
achieve uniformity would not, in itself, 
preclude the use of a “no sugar edded” 
claim, provided, the other conditions for 
the claim are met. (See also the 
document on ingredient labeling 
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published elsewhere in this issue of the 
Federal Register.) If a concentrate of 
another juice were added for the 
purpose of increasing the sugar content 
of the finished juice, the product could 
not bear a “no sugar added” claim. 

91. One comment sought assurance 
that fruit juice from concentrate that has 
been reconstituted to normal strength 
would be able to make a “no sugar 
added” claim. 

The agency advises that the addition 
of water to a juice concentrate to 
produce a single strength juice would 
not preclude the use of a ‘ho added 
sugar” claim: however, the other 
conditions for the claim must still be 
met. 

92. Several comments re uested 
confirmation that fruits pat P; ed in fruit 
juice would be able to make a “no su 
added” claim under the provisions o 2 

ar 

proposed 5 101.60(c)(2). One of the 
comments stated that the Brix of the 
juice would not be above that of the 
fruit itself, and another noted that no 
refined sugars would be used in the 
product but only fruit juices or 
concentrated fruit juice. 

The agencv concludes that tuice- 
packed y&uit~ that contain j&e with the 
same sugars content as the single 
strength juice of the fruit would qualify 
for a “no sugar added” claim, provided 
that the other conditions for the claim 
are met. This food meets the niteria for 
the claim in 8 101.60(c)(2). If these same 
fruits were packed in syrup or in juice 
concentrate, they would not qualify for 
this claim under 5 101.6O(c)(2)(ii) 
because syrup and juice concentrate are 
ingredients that contain added sugars. 

9% One comment stated that if 
enzymes are used primarily for flavor or 
texture development, or for reasons 
other than to intentionally alter the 
sugars content of a product, then the 
food should be permitted to bear a “no 
sugar added” claim. The comment 
maintained that although such 
enzymatic processes may result in a 
slight increase in the sugar content of 
the product, the increase would not 
necessarily alter the sweetness profile of 
the product. The comment expressed 
the view that the aeencv’s limitation in 
proposed S 101.6O(uc)(2fiiii) for “no sugar 
added” for such foods is ovedv 
restrictive and not in the best ikerest of 
consumers. 

The agency agrees that proposed 
5 101,6O(c)(Z)(iii) should not preclude 
the use of enzymes or other processes 
where the intended functional effect of 
the process is not to increase the sugars 
content of a food, even though an 
increase in su am that is functionally 
insjgniRcant oes occur. FDA concludes J 
that such a prohibition would be overly 

restrictive and without benefit to 
consumers seeking to moderate their 
sugars intake because any increase in 
the sugars content of a food from such 
processes would be of little, if any, 
consequence in the total diet. 
Accordingly, FDA has revised new 
5 101,6O(c)(2)(iii) in the final rule to 
state: 

The sugars content has not been incraased 
above the amount naturally prasant in the 
ingredients by some means such as the use 
of enzymes, except where the intended 
functional effect of the process is not to 
increase the sugars content of a food, and a 
functionally insignificant increase in sugars 
results. 

iv. Calorie free. 94. The agency 
received a few comments on the term 
“calorie free.” These comments 
supported the proposed definition of 
less than 5 calories per serving. One 
comment preferred that the definition 
be less than 2.5 calories but did not 
object to the 

Based on tf 
roposed dehinition. 
ese comments, the agency 

concludes that no change in the 
definition of “calorie free” is r-recess 

95. One comment requested that so a 7’ 
water not be used as an example of a 
“calorie free” food because some 
consumers mav conclude that all diet 
soft drinks are”calorie free” foods. 

To avoid confusion. the aaencv is 
revising new 5 lOl.SOib)(l)(~) to-read: 
$$,.), “cider vinegar, a calorie free 

v. Fat free. 96. Most of the comments 
on the definition of the term “fat free” 
supported the proposed definition of 
less than 0.5 g of fat per serving. A few 
comments disagreed with less than 0.5 
g. Some of these comments stated that 
“fat free” should be zero fat, while at 
least one comment suggested that the 
definition should be 0.5 g or less of fat. 

The agency points out that zero fat is 
not an option as a limit because it is 
analytically impossible to measure. The 
proposed definition of less than 0.5 g of 
fat is appropriate because it is the 
reliable limit of detection of fat in all 
types of foods, and thus analytically it 
equates to zero. Furthermore, 0.5 g of fat 
is low enough compared to the DRV for 
fat, which the agency is establishing at 
65 g (S 101.9(c)(9)), to be considered 
dietarily and physiologically 
insignificant. For example, a person 
consuming 10 servings per day of “fat 
free” foods would consume less than 5 
g of fat from these sourcefi. 

The agency is not including 0.5 gin * 
the definition because the comment that 
suggested this change provided no 
compelling reason for it. Less than 0.5 
g of fat is consistent with the way “free” 
terms have been defined by FDA in the 
past and with the way the agency is 

defining other “frae” terms in this final 
regulation. Accordingly, the agency has 
not revised this definition. 

97. At least one comment suggested 
that “fat free” be defined in terms of the 
fat content per serving and per 100 g of 
the food. The comment noted that the 
density criterion would prevent foods 
with small servin sizes, SUCB a8 
crackers, from m An ’ g a “fat free? claim, 

The agency is not persuaded that a 
second criterion based on the amount of 
fat per 100 g is necessary for the 
definition of “fat free,” The first 
criterion of less than 0.5 g of fat uires 
that the food contain such a trivial “i eve1 
of fat that even frequent consumption of 
foods that bear a “fat free” claim would 
not affect in any meaningful way the 
overall fat level in the diet. Accordingly, 
the agency has not revised the definition 
of “fat free.” This conclusion applies 
equally to all of the “free” claims that 
arebein defined. 

98. A ew comments recommended H 
that “fat free” be defined solely on the 
basis of less than 0.5 g per 1Od 

FDA considered tins c%of annroa 
defining nutrient contend &aims solely 
on the amount of a nutrient in a 
s ecified weight of food. This approach 
h% the advantage of presenting a 
nutrient content claim for a food in a 
way that is more consistent with 
labeling used internationally. In 
addition, it allows consumers a means 
to more readily compare very dissimilar 
foods. However. FDA does not believe 
that this approach alone is appropriate 
for defining nutrient content claims, 
Foods are consumed in various amounts 
depending upon their nature and use in 
the diet. The agency believes that 
nutrient content claims could be 
misleading and not useful to consumers 
when expressed solely in terms of 100 
g of food because this approach does not 
reflect amounts customarily consumed 
for all foods. For this reason, FDA did 
not take this approach in deRning the 
term “fat free.” Accordingly, the agency 
is not revising the definition of “fat 
free” in this manner. 

9% Several comments objected to the 
provision in proposed S lOl.S2(b)(l)(ii) 
that a food containing added fat cannot 
be called “fat free,” even though it still 
contains less than 0.5 g of fat per 
serving. One comment stated that “the 
agency should not speak of good faith or 
bad; it is simply a matter of definition 
and materiality.” It contended that 
whether the fat is inherent or added 
should not be relevant as long as the 
amount present is less than 0.5 g. 
Comments stated that this provision 
would deprive consumers of the benefit 
of many innovative, nutritious products 
and argued that it would ctiscriminate 
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against foods in certain categories based 
on dietarilv insignificant amounts of fat. 
For examp&, less than 0.5 g of fat is 
added to some salad dressings that 
would otherwise meet the definition of 
“fat free.” Furthermore, one comment 
noted that the proposed rule ma,y be 
difficult to enforce since fat that is 
inherent cannot be distinguished fram 
added fat. 

Alternatively, many comments 
supported the proposal. They agreed 
that the listing of soybean oil, for 
example, as an ingredient of prolducts 
bearing “fat free” claims is confusing 
and misleading. One comment said that 
“fat free” is a misnomer if fat hae been 
added to the food. A few of these 
comments believed that even the 
addition of ingredients containing fat, 
such as nuts, should be disallowed. 
Other comments suggested that the 
confusion could be eliminated if the 
label of products containing any 
ingredient that contains fat were 
required to bear a disclosure statement, 
such as, “soybean oil (trivial source of 
fat).” Most of these comments preferred 
that the disclosure appear in the 
ingredient statement. 

The agency has reconsidered the 
provision that disallows the addition of 
fat to foods that bear the claim “fat free” 
and is persuaded that it is unduly 
restrictive. The agency has decided to 
revise new 5 lOl.liP(b)(l)(ii) in the same 
way that is has revised 5 10160(c)(W) 
on “sugar free” claims and 
S lO1.6l(b)(‘I)(ii) on “sodium free” 
claims because the same considerations 
apply with respect to each of the:se 
claims. The agency believes that it is the 
listing of f&s or ingredients that are 
generally u:derstood by consumers to 
contain fat (i n., nuts) in the ingredient 
statement i:> 11 creates the confusion, 
and that a 6: sclosure statement about 
the amoun! of fat in the food will 
eliminate that confusion. Accordingly, 
the agency is revising new 
5 lOl.6Z(b)(l)(ii) in the final rule to 
require that the listing of fats or 
ingredients that are understood to 
contain fat in the ingredient statement 
be followed by an asterisk that refers to 
a disclosure statement appearing below 
the list of ingredients. The statement 
shall read: “adds a trivial amount of 
fat,” “ adds a negligible amount of fat,” 
or “adds a dietarily insignificant 
amount of fat.” 

vi. “‘Percent fat fz-ee” claims. FDA 
proposed several provisions in the fat/ 
cholesterol proposal (56 FR 604713) 
regulating the use of “percent fat free” 
claims to ensure that the consumc3r is 
not misled by these claims, and that, as 
the claim implies, the food does in fact 
contain only a small amount of fat 

Specifically. FDA proposed in 
f 101.62(b)(S)(i) to require that “percent 
fat free” claims can only be made: (1) 
For “low fat” foods (i.e., foods 
containing 3 g or less of fat per serving 
and per 100 g of food) or (2) for “low 
fat” meal-type products (Le., meal-type 
products containing 3 g or less of fat per 
1OQ g of praduct). 

The agency also proposed in 
5 lOl.SZ(b)(S)(ii) to require that a 
disclosure statement of the amount of 
total fat in a serving of food appear in 
immediate proximity to the most 
prominent “percent fat free” claim, and 
that such disclosure statement be in 
type no less than one-half the size of the 
type of the “percent fat free” claim. In 
5 101.62(b)(6)(iii). FDA proposed that 
the type size of all the components of 
the “percent fat free” claim must be 
uniform. 

Finally, FDA proposed in 
5 101.6Z(b)(iv) that a “100 percent fat 
free” claim must meet all of the criteria 
for “fat free“ claims (i.e., foods 
containing less than 0.5 g of fat per 
serving and not containing any added 
ingredient that is a fat or oil). 
Furthermore, the agency advised that if 
the food is inherently free of fat, the 
label will disclose that fat is not usually 

lp 
resent in the food (e.g., “a 100 percent 

at free food”). 
The agency specifically requested 

comments as to whether the proposed 
requirements were sufficient to prevent 
“percent fat free” claims from being 
misleading, or whether such claims 
should be 

100. Alt K 
rohibited entirely. 
ough the majority of 

comments supported the proposal to 
permit “percent fat free” claims on low 
fat foods, several comments opposed 
permitting the use of this claim. The 
primary reason cited in these comments 
was that this claim is misleading and 
confusing to consumers. One comment 
further stated that if FDA allowed 
“percent fat free” claims, it should only 
allow them on foods that meet the 
definition of “fat free.” Another 
comment suggested that such claims be 
restricted to meat and poultry products, 
because they he1 

The agency ac En 
to identify leanness. 
owledges that under 

current regulations, the use of a 
“percent fat free” claim has the 
potential to be misleading and 
confusing to consumers, especially 
when this claim appears on foods that 
derive a high percentage of their calories 
from fat. However, the agency concludes 
that with jmplementation of the 
provisions of this final rule regulating 
the appropriate use of a “percent fat 
free” claim (Le., being restricted to use 
on products that meet “low fat” 
definitions), the claim will not be 

misleading or confusing. Furthermore, 
the comments that requested that the 
use of this term be prohibited did not 
provide evidence to persuade the 
agency that the requirements, as 
pro 

P 
osed, were insufficient to revent 

mis eacling claims on food labe Y s. In 
addition; FDA advises that the purpose 
of a “percent fat free” claim on nonmeat 
products does not relate tb leanness but 
to information regarding the total 
amount of fat present in a serving of the 
food. , 

Further, the agency believes that to 
allow “percent fat free” claims only on 
“fat free” foods would be unduly 
restrictive. Such claims on foods that 
are “low” in fat, can. if properly made, 
be useful in assisting consumers to 
maintain healthy dietary practices. 
Consequently, the agency is denying 
these requests to prohibit or restrict the 
“percent fat free” claim. 

101. One comment stated that 
“percent fat free” claims on bakery 
products may encourage consumers to 
purchase such productsb8cause they 
are low in fat, but the comment noted 
with concern that bakery products are 
hi 

e 
in calories, sugar, or sodium. 
e agency recognizes that certain 

low fat foods may contain varying 
amounts of calories, sugar, or sodium. 
However, the agency does not expect a 
single claim (e.g.. “97 percent fat free”) 
to provide information regarding all of 
the nutrients contained in a product. 
Information on calories, sugar, and 
sodium will be provided in nutrition 
labeling, and therefore, available to the 
consumer at the time he or she makes 
a purchase decision. Moreover, if the 
nutrient levels in the food exceed levels 
at which a disclosure statement is 
required, a disclosure statement must 
appear in close proximity to the claim. 

102. A comment from a foreign 
government opposed permitting 
“percent fat free” claims. The comment 
stated that its laws did not permit such 
terms to be used because they are 
potentially misleading. The comment 
suggested that FDA should not allow 
such claims on products. 

As discussed m the previous 
comment, the agency recognizes that a 
“percent fat free” claim under 
regulations currently in effect can be 
mislsading and confusing to the 
consumer. However, the provisions that 
the agency is establishing in new 
$i lOl.SZ(b)(S) regulating the use of a 
“percent fat free” claim address the 
aspects of such claims currently in use 
that have the potential to make them 
confusing or misleading. Thus, the 
agency concludes that in light of the 
action that it is taking, it is not 
necessary to ban these claims. 
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103. Other comments suggested that 
the “ 

ff 
ercent fat free” claim should be 

base on the amount of total calories 
contributed by tbe fat and not on the 
weight of the product, because basing 
the claim on the weight of the product 
has the potential to be misleading. 

The agency disagrees with the 
comment. FDA believes that consumers 
are most familiar with claims expressed 
in terms of g per serving, and not cla.ims 
based on the percentage of calories 
contributed by fat. FDA further believes, 
as stated in the fat/cholesterol proposal, 
that “percent fat free” claims i&ply that 
the food contains very small amounts of 
fat (i.e., “low” fat), and that the food is 
useM in structuring a diet that is low 
in fat. Basing the “percent fat free” 
claim on a designated percentage of 
total calories from fat would not lim.it 
the total amount of fat present in the 
food. Thus, a food high in calories may 
be able to make a “percent fat free” 
claim under a calorie criterion, because 
the percentage of total calories 
contributed by the fat falls within an 
established guideline. Yet, the amount 
of fat in such foods could exceed the 
amount that is defined as “low” fat. IDn 
such a food, the “percent fat free” claim 
would be misleading. Accordingly, tlhe 
agency is not permitting “percent fat 
free” claims to be based on the 
percentage of calories contributed by fat. 

104. Some comments requested that 
the agency require disclosure of the 
percent of calories from fat and the 
amount of available calories (i.e., total 
calories minus calories attributed to 
dietary fiber). 

The comments requesting disclosure 
statements of percent calories from fat 
and available calories did not provide 
evidence on which the agency could 
make a finding that such disclosures 
were necessary to prevent a “percent fat 
free” claim from being misleading. 
Therefore, the agency finds no basis for 
requiring those disclosure statements. 
Furthermore, the agency believes that 
disclosure statements based on percent 
of calories would confuse consumers 
when all other disclosure statements are 
based on amount of g per serving. 
Therefore, the agency is denying the 
request for these disclosure statements. 

105. The comments on the proposed 
requirement of a disclosure statement in 
immediate proximity to the “percent fat 
free” claim which specified the amount 
of fat in the product were equally 
divided in support of and against the 
provision. Some comments opposing 
the disclosure statement argued that the 
disclosure statement was unnecessary 
because the food must meet the 
definition of “low fat” before a “percent 
fat free” claim can be made. The 

comments also pointed out thet Q 
referral statement w,ill direct the 
consumer to the nutrition label where 
fat is declared. 

The agency recognizes that the 
“percent fat free” claim may not be 
made on the label or labeling of a 
product unless the food bearing the 
claim is “low in fat.” This fact ensures 
that foods bearing a “percent fat free” 
claim will not contribute excessive 
amount of fat to the total diet. Thus, 
upon reconsideration, FDA does not 
find it necessary to require that foods 
bearing a “percent fat free” claim also 
disclose the amount of total fat per 
serving adjacent to the claim. Further, as 
one comment pointed out, the “percent 
fat free” claim will have to be 
accompanied by a statement referring 
consumers to the nutrition label, and 
that the total amount of fat in the 
product will be provided there, In 
addition, as discussed in response 
comment 214, FDA has concluded that 
it is not necessary to include absolute 
amounts in the principal displa panel. 
Therefore, the agency is persua d ed by 
the comments that these requirements 
obviate the need for a statement, 
adjacent to the claim, which discloses 
the amount of fat per serving in the 
product bearing such a “percent fat 
bee” claim, and the agency is deleting 
this re uirement in the final rule. 

106. 9T wo comments that. supported 
the “no percent fat be” claim stated 
that the 3 g limitation was too restrictive 
and should be raised to 4 g. A third 
comment supporting the “percent fat 
free” claiq stated that the only criterion 
should be 3 g or less per serving and 
that there should not be a second 
criterion of 3 g or less er 100 g. 

As discussed in the at/cholesterol P 
proposal (56 FR 60478 at 60491), a 
“percent fat free” claim emphasizes 
how close the food is to being free of fat. 
The agency believes that this claim 
implies, and consumers expect, that 
products bearing “percent fat free” 
claims contain relatively small amounts 
of fat and consequently are useful in 
maintaining a diet low in fat, Thus, the 
agency finds that the appropriate 
approach to defining a “percent fat free” 
claim is that it be based on the 
definition of “low fat.” Having said this, 
the agency points out that these 
comments raise objections to the 
definition for “low fat.” The agency’s 
decision on the final definition of “low 
fat” is discussed elsewhere in this 
document. ’ 

107. A few of the comments 
supporting the provision that “100 
percent fat free” claims appear only on 
“fat free” foods, requested that “100 
percent fat free” claims should also be 

allowed on foods to which fat has been 
added, as long as the food still complies 
with the “fat free” definition. 

Although the agency has reconsidered 
its definition of “fat free” to allow foods 
with added fat that meet the definition 
of “fat free” to make a “fat free” claim, 
the agency has not been persuaded that 
a “100 percent fat free” claim should 
appear on foods with added fat. Th% 
agency believes that a “100 percent fat 
free” claim places mare emphasis on the 
complete absence of fat in the food, and 
therefore the food should not have 
added fat. Thus, the agency is not 
permitting a food with added fat to 
make a “100 percent fat free” claim. 

108. One comment objected to all 
“percent fat free” claims under the 
proposal. This comment stated that a 
“100 percent fat free” claim can be 
made on a food that contains 0.4 Q of fat 
per serving and 3 g of fat per 100 i if 
the fat is not added. e.g.. crackers with 
no added fat that cd&in 0.4 g per 
serving. However, if the crackers had 
the same amount of fat but as added fat, 
the claim would have to say “97 percent 
fat free.” The comment asserted that 
such inconsistencies would be 
misleading and confusing to the 
consumer. Further, another comment 
objected to the provision. that allows 
some foods tq claim “100 percent fat 
free” when in fact they contain more 
than 0.5 g of fat per 100 g of the food 
and are, therefore, not 100 percent fat 
free. This comment Stated that proposed 
5 101.62(b)(6)(iv) only requires that a 
food bearing this claim contain less than 
0.5 g of fat per serving. Thus, a food 
with a serving size of 20 g, for example, 
could contain 2.45 g of fat per 100 g of 
the food. 

The agency agrees with the latter 
comment. The agency did not intend to 
allow foods containing 0.5 g or more of 
fat per 100 g to bear the claim “100 
percent fat free.” Accordingly, the 
agency is revising the final rule in new 
S 101.62(b)(6)(iii) to require that a “100 
percent fat free” claim can be made only 
on foods that meet the criteria for “fat 
free,” that contain less than 0.5 g of fat 
per 100 g, and that contain no added fat. 
This revision also addresses the 
problem raised in the first comment. 
Furthermore, the agency advises that in 
declaring other “percent fat free” 
claims, the claim must accurately reflect 
the amount of fat present in 100 g of the 
food. For example, if a food contains 2.5 
g of fat per 50 g then the claim should 
be “95 percent fat free.” 

109. A few comments suggested that 
the “percent fat bee” claim be defined 
separately from, and not include, the 
“low fat” criteria because the “low fat” 
definition is unduly restrictive and does 
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not adequately differentiate the two 
claims. The comments further Sugg8Sted 
that “percent fat free” claims for foods 
that are between 90 and 100 percent fat 
free be allowed. They contended that 
setting a threshold level of 97 p8X8nt 
fat free (3 g or less per 100 gl 
discourages consumers from eating 
products that are fairly low in fat but do 
not conform to the proposed definition 
for “low” and therefore gives the 
impression that FDA is making good 
food/bad food distinctions. 

As stated in response to comment 106 
of this document, a “percent fat free” 
claim is properly viewed as a “low fat” 
claim because it em hasizes how close 
the food is to being XI ee of fat. 
Furthermore, basing the “percent fat 
free” claim on the criteria required for 
“low fat” products provides the 
consumer with a consistent method of 
comparison with respect to “low-fat,” 
“fat free,” and “percent fat free” claims 
such that accurate comparisons can be 
made among different products. To 
establish Separate criteria for a “percent 
fat free” claim could cause confutring 
and misleading information to be 
disseminated to the consumer and, thus, 
be Contrary to the 

P 
Urpose Of the 

nutrient content c aims provisions of 
the act. 

The agency also rejects the comments 
proposing that claims of atp to "90 
percent fat free” be allowed. The agency 
believes that such a definition would 
not be consistent with consumers’ 
expectations of the fat content of foods 
bearing this claim because it would 
allow “percent fat free” claims on foods 
with significantly greater amountS of fat 
than “low fat” foods. 

Furthermore, the agency is not 
convinced by the comments or other 
available information that if FDA does 
not permit a “90 percent fat free” claim, 
consumers would be discouraged from 

P 
urchasing products that are “fairly” 

ow in fat (less than 10 g per 100 g) but 
that do not rceet the definition for “low 
fat.” Io the absence of a “percent fat 
free” claim, ConsumerS will still be able 
to consuit the nutrition label to 
determine the total amount of fat 
contained in a product and to make 
purchase decisions baseden this 
information according to their 
individual dietary preferences. 

Although the agency does not agree 
that a “percent fat free” claim should be 
allowed for foods containing up to 10 
percent fat by weight, the agency has 
reconsidered the basis and application 
of the weight-based criterion for “IIOW 
fat” and “percent fat free” claims such 
that the weight-based criterion only 
applies to foods with reference amounts 
30 g or 1eSS or 2 tablespoons or less (see 

comment 45). Further, foods with 
reference amounts of 30 g or less or 2 
tablespoons or less may bear such 
claims provided that they contain 3 g or 
less fat per reference amount and per 50 
g. Therefore, foods with small reference 
amounts containing 6 g or 1eSs fat per 
100 g will be able to bear a “’ 8rC8nt fat 
fr88” claim. Consequently, c P aims of up 
to “94 percent fat free” will be allowed 
on these products that also meet the 
criteria for “low fat.” In addition, foods 
with reference amounts greater than 30 
g or greater than 2 tablespoons that meet 
the “low fat” definition may bear 
“percent fat free” claims. The agency 
believes that permitting such &imS is 
consistent with dietary guidelines for 
reducing fat intake, because it would 
allow such claims on a wi@r variety of 
foods for which increased consumption 
is recommended in national dietary 
guidance. This issue is fully discussed 
in section 1II.A.l.b. of this document. 

110. One comment 8~ ested that the 
“percent fat free” claim P e allowed on 
products containing 5 g or less fat r 
100 g. Another comment sugg8Ste 8” that 
the “percent fat free” claim be allowed 
on products containing 5 g or less fat 
per serving and per 100 g; no more than 
30 percent of calories from fat; and no 
more that 10 percent of calories from 
saturated fat. The comment asserted that 
these three criteria would 8nsure that a 
“percent fat free” claim is not 
misleading, yet be less reStrictiv8 than 
the provisions proposed in the fat/ 
cholesterol proposal. 

Another comment proposed that the 
definition for “ 

ti 
erc8nt fat free” claims 

be based on ei er: (1) The food being 
“low fat,” where low tht is 4 g or less 
per serving and being at least 90 percent 
fat free, or (2) the product being 90 
percent fat free but providing no more 
than 4 g of fat per serving: th8 label 
disclose the number of g of fat per , 
serving in conjunction with the 
“percent fat free” claim; and the 
product be at least 2 g of fat per serving 
less than the weighted average fat level 
of other similar products. The comment 
asserted that these criteria would 
$rovide an effective and less restrictive 
means of drawing consumers’ attention 
to a reduced-fat content food, while 
allowing the consumer more reduced-fat 
products from which to choose. 

The aeencv considered the alternative 
criteria ibr “$8rcent fat free” claims as 
suggested in these comments, The 
suggested approaches establish 
differences between the “low fat” and 
“percent fat free” claims that the agency 
believes are inappropriate. As explained 
in comment 106 of this document, 
consumers expect a product with a 
“percent fat free” claim to be low in fat, 

and the comments did not present 
evidence to F'DA to demonstrate to the 
contrary. Consequently, the most logical 
approach for defining a “p8rcent fat 
free” claim is to choos8 criteria that 
make the claim consistent with the 
definition of “low fat” or “fat free.” 
Thus, the agency r8@cts the alternative 
approaches recommended in the 
comments. Furthermore, the comments 
suggested alternatives that require 
comparison of amounts of fat among 
different products. This approach is 
more consistent with the criteria used 
for comparative claims such as 
“reduced” or “less” and is not 
appropriate for nutrient content claims 
such 85 “percent fat free.” Further, in 
addition to not being consistent with the 
definitions for “low fat” or “fat free,” 
the suggested alternatives are based on 
extremely complex definitions that 
could result tn consumer confusion 
concerning the meanings of the terms 
“low fat,” “ fat fre8,” and “percent fat 
free.” 

vii Satumfedfatfi-ee.ll1.A number 
of comments Strongly recommended 
that FDA define the term “saturated fat 
free” and terms that would be synonyms 
for “saturated fat free.” These commenta 
argued that a “free” claim is one of the 
most powerful claims, and that 
Saturated fat is one of the more 
important nutriants from a public heaith 
pers 8ctive. They stated that this claim 
wou d be extmmely useful because the Y 
foods that would qualify are the foods 
that consumers are being encouraged to 
eat more frequently. Furthermore, the 
availability of this claim would provide 
an incentive for the development of new 
foods that are “saturated fat free.” 

Some of the comments responded to 
FDA's reason for not defining this term, 
The agency argued that sinc8 less than 
0.5 g per serving is “fat free,” one-third 
ofthis amount,or 0.17 g per serving, 
would be the appropriate definition for 
“saturated fat free.” The agency did not 
propose a definition because it 
concluded that saturated fat could not 
be accurately measured at this level. 
The comments did not dispute this 
point, but they argued it is appropriate 
to define “saturated fat free” as less than 
0.5 g of saturated fat per eerving based 
on the same criteria used for “fat free“ 
claims, i.e., dietary insignificance and 
reliable detection. 

One of these comments contended 
that a food that is “fat fme” logically 
must be fr80 of saturated fat because 
saturated fat is included in the 
definition of total fat. other comments 
suggested that the definition b8 18s~ 
than 0.25 g per serving on the basis of 
dietary insignificance. These comments 
did not discuss problems with 



de&&n, empt for une.c;arfloneat that 
stated that it shotildenot be dff&xdt to 
reliably cl8t8& satura*‘fat abo.25 g per 
serving. This tmmmeat-pointed out that 

. 
Another tJc@iaent noted ~tkl%&meImlers 
would likely.be confus8d iffoodab 
declaning “0” g-of&urated fat in the 
nutrition Wel’bear the claim “low nl 
saturated fat” instead of “saturated fet 
free,” 

The agem& is ,persu&d hy the 
wmmenta &et the @m’:aatumted :fat 
he” ~~~.~~to.~~~~~ 
tryi~tu~~~~r imike +&wated 
fat, it is de&ring WE t&m aa@a than 
0*5gofsa~fatp8raervfasBscause 
the majarity aftbe wmmelils OB this 
proposed rule end on 
on maadatory. llutritia 
60366)&8tBddreBBBd 
that 8 lower value cannot,be r&blv 
detected. FDA has been co&n&d by 
they ctomments, which ahow@dtbat 
less th4n 0.5 g of.sqturated fat k4 the 
r&abbe lb&t of detection of-ted 
fat in s&l &@eaof foodsLaud thus 

published ktmture s$ows thatthe 
eviden~that suggests that trans fatty I 
acida Mae s8runi ,&ulester&emains 
ia~dusivei.m fully disquased in lhe 
fimpeom lzlaI$~ryrA~otl 

5&i * issue0 
.$di@he&@le@wh~ in this 

h&awl &#iatw, However, 
bcmaw bftbe un~ty*aading this 
isaua, the fact that consufnem would 
expect a food bearing a “saturat8d fat 
free” claim to be free of saturated fat 
and other components that s ” 
raise serum cholesterol, and if? 

‘ficently 
e 

potential fmportance~ of a saturated fat 
free claim, the agency believes that it 
would be misleading for products that 
contain measurable amouuta of tmns 
fatty aaids to bear a %t@atBa fat free” 
claim. Thus, the agency is including a 
limit on Wan8 fatty adds of I percent of 
the total fat in the d85r.l~ of 
“saturated fat free” beati the 
analytical teohniques for measuring 
bans fatty acids below that level are not 
reliable. Accordingly. the agency is 
providing in new 5 tOl.62(c)(i)(i) that 
the term “saturated fat free” (I‘free of 
saturated fat, ‘* “no saturated fiat; 
“without saturated fat,” “zero saturated 
fat,” ‘Wvial source ofsrIt*ted fat,“’ 
“negRg#ble sot~~ of saturrrred fat” or 
“dietarily insign&ant source of 

saturated fat”) may be used onthe Jab81 
of a food if the fokd contains Jess than: 
9.5 g of saturated fat per serving and 1 
[;;xit or less of total ftlt as trans fatty 

t3Aistent with the mpir8mdnts for 

amoilnt of~saturat8~ fat.” Also, th8 
ag8myiarequiti inllew 
§ 16l.62(c)(lW)%t foods mastfpg the 
deft&on without q&al proc 
must be hkbeled in amanuer th 
this @hr. 

To a6comtiodatet?& ink&ion, 

of total fat and chokeate& in thefood 
in immediate proqfmity to such claims. 

free,‘” the provision on the dis&sure of 

less than 0.5 g of total fat per reference 
amount (i.e., unless the food me& the 
definition of “‘fat free”), in w&h case 
the amount of total .fat naed not be 

differentiate between a “saturated fat 
free” and “fat fme” claim from being 
misled by a “saturated fat free” claim 
(see comment 139 of this document for 
related discussion). 

112. One comment requested that 
FDA define the term “very low 
saturated fat” as less than 0.5 g per 
serving. This comment stated that 
“saturated fat free” should be defined as 
less then 0.25 g per serving. Dther 
cammtits rquest8d that FDA define 
‘*very low” claims for other nutrients. 

The agency rejects this request 
because it concludes that “saturated fat 
free” should be defined as less than 0.5 
g per serving, as explained in the 
previous domment. Defining the term 
“very low saturated fat” is unnecessary 
because”th.8 proposed value for “low 
saturated fat” is only double the aalue 
for “saturated fat free.” Furthermore, the 
agency is not defining any new “very 

lc&* tern&s bksuse it b&eves that 
consum&rs WI&! be c&k,t#td 4~ &me 
terms in addition to-the “free” terms. 
Th8 term “very low sodium” is btng 
retained because It has beenin use for 

af these comments enggested that a 
“cholesterol free” claim be 
accompanied by the statement, “this 
product may contain up to 2 mg of 
ch01estW731,” C&r comments stated 
that “‘&ol8steml~fr8e” should~be less 
than 5 mg per iarub3gt”aa that no& 
dairy produetacan rrricke tbis~~, One 
of8hes8 tT@tuuente ll&bht &ianging . r8cpmmWtacrC m&or lesq&d 

methods. A value of zf~(p is not an 
option because it is analytically 
impossible to measure. Furthermore, 2 
mg per serving is low enough e;ompamd 
to the DRV for cholesterol, which is 300 
mg, to be considered dietarily and 
physiologically insignificant. As 
discuss8d in the tentative final rule on 
cholesterolterms of July 19,199O (55 FR 
294F6 at 29469), FDA b&eves that a 
limitation of 5 mg for the term 
“cholesterol free” is misleading. A 
person who consumea foods lab818d as 
“cholest8rol free” would expect that 
they would not contribute signi5cantly 
to the cholesterol ~levels of his or her 
diet. yet the consumption of 5 to 10 
foods per day containing u 

P 
to 5 mg of 

cholesterol per serving cou d furnish 25 
to 50 mg of dietary cholesterol. This 
amount of cholesterol cannot be 
conddered to be insubstantial, 
Moreover, theanalytical limits on 
detect@ cholesterol support a lower 
limit than 5 mg. Accordingly, the 



agency has not revised the defiinition of 
%holesterol free.” 

114. A couple of comments said that 
consumers are confused when they see 
ingredients containing cholesterol in the 
ingredient statement of foods bearing 
“cholesteml fkfae” claims. 

The agency agrees that consumers 
may be confused by reading that s, 
for example, are listed aa an in 3 ient 
of a food bearing a “no cholesterol” 
claim. The agent 
comments with d 

has reviewed these 
e many comments on 

fat being added to foods labeled aa “fat 
free.” The agency has been persuaded 
by these comments that a clarification of 
this issue is needed to avoid ccmsumer 
confusion. The agency believes that it is 
the listing of ingredients, such as eggs, 
that creates the confusion. Accordingly, 
the agency is revising 
S 101.62(d)(l)(i)(B) and (ii)(B) in the 
finai rule to re+ire that the Us ting of 
ingredients that are generally 
understood by consumers to contain 
cholesterol be followed by an asterisk 
that refers to a disclosure statement 
appearing below the list of ingredients. 
The statement shall read: “adda a trivial 
amount of cholesterol,” “adds a 
negligible amount of cholesterol,” or 
“adds a dietarily insignificant amount of 
cholesterol.” The agency points out that 
because of these inserted sections, 

P 
roposed S 101,62(d)(i)(i)(B) and 

d)(l)(i)(C) are redesignated as 
S 101,62(d)(l)(i)(C) and (d)(l)(i)(D), and 
proposed 5 101.62(d)(l)(ii)(B) through 
(d)(l)&)(E) are redesignated as 
f 101.62(d)(l)(ii)(C) through (d)(W)(F). 

115, A few comments requested that 
FDA ban all cholesterol content claims. 
The comments argued that dietary 
cholesterol has an insignificant impact 
on blood cholesterol levels compared to 
saturated fat, and that the response to 
dietary cholesterol varies from 
individual to individual. 

The agency is den 
The Surgeon Genera T 

‘ng this request. 
‘s report (Ref. 4) 

and the NAS report “Diet and H:ealth, 
Implications for Reducing Chronic 
Disease Risk” (Ref. 12) considered the 
evidence on the effect of diet on an 
individual’s health. One of the main 
conclusions from these reports is that 
consumption of diets high in fat, 
saturated fat, and cholesterol is 
associated with increased risk of 
developing certain chronic diseases. 
These reports recommended that 
Americans reduce their consumption of 
these substances in their diets. To help 
Americans achieve this goal, the 1990 
amendments authorize FD& to d.efine 
nutrient content claims, including those 
relating to cholesterol content. 
Accordingl. , the agency is not revising 
the final N T e to ban cholesterol claims. 

li6. The agency received a number of 
comments on the proposed saturated fat 
threshold (i.e., limit) that allows foods 
bearing “no.cholesteml” claims as well 
as other cholesterol claims to contain 
only 2 g or less of saturated fat per 
serving, About 29 onnnnente 0pRosed 
this threshold. About half as many 
comments supported the pm 
and stated that a threshold o p” 

sed rule 
2 g or less 

of saturated fat per serving is 
appropriate. One comment stated that 
this threshold should have a seoond 
criterion of 15 percent or less of energy 
(calories) from saturated fat. Similarly, 
another comment favored a sseond 
criterion of 6 percent or less of saturated 
fat on a dry weight basis. The comments 
recommending a different threshold 
were almost evenly divided between a 
higher value and a lower value, One 
comment requested that the threshold 
apply only to “cholesteml free” and 
“low cholesterol” claims, not to 
comparative claims. Other comments 
stated that foods bearing cholesterol 
claims should contain no saturated fat, 

Many of the comments opposing the 
threshold on saturated fat with 
cholesterol claims were from 
manufacturers of dairy 
have up to 95 percent o P 

mducts that 
their 

cholesterol removed. These products 
contain more than 2 g of saturated fat 
per serving. The comments stated that 
cholesterol claims should be allowed on 
these products regardless of their 
saturated fat content. They contended 
that the proposed saturated fat threshold 
is inappropriate and unduly restrictive 
because the relationship of cholesterol 
and saturated fat has not been 
satisfactorily defined. A few comments 
against the threshold favored disclosure 
of saturated fat. One comment said that 
disclosure of saturated fat, rather than a 
threshold, would be more consistent 
with the 1990 amendments (section 
403(r)(P)(A)(iii)(II) of the act). They 
stated that a saturated fat threshold 
based on section 403(r)(2)(A)(vi) of the 
act fails to take into account the fact that 
certain foods containingmore than 2 g 
of saturated fat may contain 
“substantially less” cholesterol than 
foods for which they might substitute. 

Some.of the comments for a higher 
threshold recommended a value of 3 g 
or less of saturated fat per serving. The 
comments said that this threshold 
would allow nuts and 
make a “no cholestem r 

anut butter to 
” claim. A few 

comments stated that the threshold 
should be 4 g or less to be consistent 
with the level of saturated fat above 
which risk is likely to increase and 
disclosure is required. One comment 
stated that consumers believe that 
cholesterol is found in all fats and oils. 

Theji argned that claims are needed to 
help matuners select foods that donot 
contain cholesteml, rather than foods 
that do contain’cholesterol (e.g., 

“ifitYw%ti !ZZ!&ts fcrr a lower ’ 
tllxwt?h&@ PastPaaisf6ndsd~n~g’sr kislhf 
saturated fat per serving and 15 ercent 
or less of calories from tetf satura fat, to 
be consistent with the definition of “low 
in saturated fat.” Cne comment 
suggested that the first criterion be 1.5 
g or less of saturated fat per serving. and 
another comment suggested that the 
second should be no mom that I 
calories from saturated fat per 100 
calories. 

The& ,emments were concerned that 
the threshold proposed would 
encourage a proliferation of 
inappropriate cholesterol claims. Also, 
they were concerned that consumer 
education efforta would be hampered by 
a saturated fat limit of 1 g for “low in 
saturated fat” claims, of 2.g for 
cholesterol claims, and of 4 g ior 
disclosure of satnrated fat (e.g., a 
Rroduct bearing a sodium claim that 
contains more than 4 g of saturated fat 
per serving tnnst disefctsez “See 
jappmpriate panel] for information on 
saturate@fat end other nutrients”). The 
comments encouraged FDA to at&e for 
consistency along with strictness and 
sim lioity. 

TFi e agency is not persuadd- that the 
saturated fat threshold should be 
eliminated or changed. FDA finds that 
there is general scientific agreement on 
the relationahi 

P 
between saturated fat 

and cholestem and serum cholesterol 
levels. In the general principlea 
proposal (56 FR 60421 at 60426), the 
agency noted that under section 
403(r)(2)(A)(vi) of the act, it can by 
regulation prohibit a nutrient content 
claim if the claim is misleading in light 
of the level of another nutrient in the 
food. Further, FDA stated that it has 
tentatively made such a finding with 
regard to cholesterol claims and the 
presence of saturated fat, as fully 
discussed in the faticholesteml proposal 
(56 FR 60478 et 60495). FDA 
out that NAS’s “Diet and Hea P 

ointed 
th” report 

(Ref. 12) stated that “saturated fatty acid 
intake is the major dietary determinant 
of the serum total cholesterol and low- 
density lipoprotein (LDL) cholesteml 
levels in populations and thereby of 
coronary heart disease risk in 
populations” (56 FR 60482). 
Furthermore, an FDA survey has found 
that consumers are interested in 
cholesterol content claims because they 
believe that eating foods with no orlow 
cholesterol will have a si 
on their blood cholestero Pp 

ifi;ant effect 
Ievels and on 

their chances of Gveloping heart 



disease (Ref. 16). Consequently, FDA 
continues to believe that to ensuq that 
cholesterol claims do not mislead 
consumers it is necessary to permit tlheir 
use only when the foods also contain 
levels of saturated fat that are below ;m 
specified threshold level. Accordingly, 
the agency is denying the requests to 
eliminate the threshold. This’decision 
a 
c! 

plies to “cholesterol free,” “low 
olesteml,” end comparative 

cholesterol claims. 
The agency does not agree that 

disclosure of the emount of saturated fet 
in proximity to a cholesterol claim is 
sufficient to prevent consumers from 
being misled. As stated above, 
consumers expect foods with 
cholesterol claims to affect blood 
cholesterol levels, and saturated fat is 
the major dietary determinant of blood 
cholesterol levels. These expectations 
are not met if disclosure of saturated fat 
is permitted because the saturated fat is 
still present. Therefore, the agency is 
also denying the request to allow 
disclosure of saturated fat instead of a 
threshold. 

Additionally, the agency does not 
egree that the saturated fat threshold 
should be e higher value or a lower 
value. The rationale for the threshold 
level of 2 g or less of saturated fat per 
serving is explained in the July 19. 
1990, tentative final rule (55 FR 29456 
et 29458). In summary, the vahm is 
consistent with the recommendations of 
recent dietary guidelines (Refs 7.12. 
and 17) that saturated fat intake should 
be less then 10 percent of calories. The 
agency believes that a saturated fet level 
that exceeds 2 g would make a 
cholesterol claim misleadin 

1 
because 

consumer expectations wou d not be 
met if such a food is not consistent with 
the recommendations of the guidelines 
with respect to saturated fat. For this 
reason, the agency concludes that levels 
of 2 g or less are not misleading and 
finds no basis for lowering the threshold 
below 2 g. 

A review of the composition of food ’ 
shows that e reasonable number of foods 
qualify for cholesterol claims under the 
criteria that FDA is establishing. For 
example, e number of oils incIuding 
soybean, corn, safflower, and olive oil, 
qualify for a “no cholesterol” claim (Ref. 
6). Accordingly, the agency is den ing 
the feputtsts to changethe threshofd. 

Fma ly, the agency 1s not persuaded 
that it is necessery for the threshold to 
have a second criterion. The agency 
proposed a second criterion of 6 percent 
or less saturated fat on a dry weight 
basis in the July 19.1990, tentative final 
rule (55 FR 29456). In response to 
comments stating that the second 
Lriterion was unnecessarv and would 

unfairly penalize foods that have a high 
moisture content, the agency 
to eliminate this pro&ion. Tg 

ropoaed 
@agency 

still agrees that this provision is 
unnecessary and is not persuaded by the 
comments herein to reverse this action. 

117. At least one comment suggested 
that a food b&ring a “chofesteml ~MJ” 
claim should have a 3 g limit on fat 
content. Another comment believed that 
such a food should be “fat free.” 

The agency disagrees with these 
comments because it has concluded that 
disclosure of fat on a food bearing e 
“cholesterol free” claim is preferable to 
e fet limit as fully discussed in response 
to comment 143 of this document. The 
agency does not find that a cholesterol 
claim on the label of a food containing 
high levels of fat is misleading when the 
feat amount is disclosed in proximity to 
the claim because total fat per se does 
not affect blood cholesterol levels. 

118. A few comments stated that a 
“cholesterol free” claim is misleading 
on e product that contains trans fatty 
acids. These comments stated that 
consumers select foods that contain no 
cholesterol to lower their blood 
cholesterol levels and argued that trens 
fatt 

M 
acids increese these levels. 
e agency understands the concerns 

about trens fatty acids expressed in 
these comments end has requested dete 
on this issue. However, es discussed in 
comment I I I of this document, a 
review of the information submitted and 
of the published literature shows that 
the evidence that suggests that trans 
fetty ecids raise serum cholesterol 
remeins inconclusive, as fully discussed 
in the final rule on mandatory nutrition 
labeling published elsewhere in this 
issue of the Federal Register. For this 
reason the agency believes that a “no 
cholesterol” claim on a food containing 
trens fatty acids is not misleading. 
Accordingly, the agency is making no 
change in the final rule in response to 
these comments. However, as explained 
in comment 111 of this document, the 
agency has included a limit for trens 
fatty acids as a criterion for e “saturated 
fat free claim,” because of the 
implications of that.claim and the 
particular importance of that cleim. 
2. Low 

In the general principles end fat/ 
cholesterol proposals (56 FR 60421 end 
60476). FDA proposed to define the 
term “low” for totaJ fat, saturated fat, 
cholesterol, sodium, and calories. The 
agency stated that it did not believe that 
the term “low” should necessarily mean 
that e nutrient is present in a food in an 
inconsequentiel amount, es with “free,” 
but rather that the selection of a food 
bearing the term should essist 

consnmers in assembling a prudent 
daily diet and in meeting overall dietary 
recommendations to limit the inteke of 
certain nutrients. 

FDA proposed the terms “httle” or 
“few, ” “small emounts of,” and “low 
source of’ es synonyms for the term 
“low” end specifically requested 
comments on how consumers 
commonly understand the meaning of 
ell these terms. The agency also esked 
whether the terms are in fact 
synonymous. 

FDA also proposed that “low” claims 
used on foods that inherently contain 
tow levels of a nutrient must refer to all 
foods of that type and not mere1 
particular brand to which the la iz 

to the 

etteched. The agency requested 
eling is 

comments on this pmvision. 
a. General comments. 119. A few 

comments addressed the concept af 
using 2 percent of the DRV per serving 
es the starting point in defining “low” 
claims. These comments questioned 
FDA’s statement that 2 percent or more 
of theDRV is e “meer-uable emount.” 
They said that amounts under this level 
could be measured accurately as 
evidenced by the fact that less than a.5 
g of fat per serving, or less than 1 
percent of the proposed DRV, is the 
cutoff proposed for the “fat free” claim. 

The agency agrees with this comment 
that emounts of fet ,less than 2 percent 
of the DRV for this nutrient can be 
measured accurately. The agency 
believes that, in general. less than 0.5 g 
of fat per serving represents the cutoff 
below which fat cannot be measured 
accurately in all food metrices and thus 
was the level chosen to define “fat free” 
(56m60484, November27,199l).The 
egency acknowledges that its discussion 
of a “measurable emouni” being 2 
percent or more of the DRV of a nutrient 
in a serving of a food is not clear (56 FR 
60439). This terminology wes taken 
from 5 101.3(e), issued in 1977, which 
describes how foods are to be named, 
and under whet circumstances the word 
“imitation” must precede the name of a 
food that has a decreased level of an 
essential nutrient. FDA determined that 
nutrients present et e level of 2 percent 
or more of the U.S. RDA were present 
in e “measurable amount” and thus 
were of sufficient importance to be 
considered in deciding whether a 
substitute product should be labeled as 
an “imitation.” 

In the proposed rule, the agency 
selected less than 2 percent es the 
starting point in defining “low” claims 
based on the precedent established in 
5 101.3(e) that e decrease of a nutrient 
in a food by this amount wes not 
suffidently important to the diet to 
justify concern. Thus, the agency 



tentativelyconcluded &at this level was 
appropriate to use in defining “low.” In 
this context, the 
imply by the wo 3 

ency did not mean to 
s “measurable 

amount” that lower amounts could not 
be measured. %en this explanation, 
the agency concludes that no changes 
am necessary in response to tltese 
comments. 

120, At least one comment requested 
that the definitions for the nuirient 
content claims “free” and “low” not 
bverla 

B 
. For example, “low cholesterol” 

shoul be defined as 2 to 20 mg of 
cholesterol rather than less thsn 2Omg 
of cholesterol per serving. 

The aaencv aerees that a “low” claim 
on a pr&lucith~t could make s “free” 
claim could be confusing. However, 
FDA concludes that it is not necessary 
to make these definitions mutually 
exclusive because it is unlikely that a 
“low” claim would be used on a food 
that is eligible to bear a “free” claim. 
Accordingly, the agency is denying this 
request. However, the agency advtses 
manufacturers to use tbe most 
appropriate claim to avoid confusion. 

121. A few comments reouested that 
FDA de5e “low sugar.” C&e (comment 
requested that FDA define this term as 
3 g or less of sugar per serving or less 
than or equal to 10 percent sugar for the 
cereal category. This comment stated 
that because there is such a 8 

T% number of products from whi to 
select, it is important that cares18 that 
are low in sugar be able to communicate 
this fact to consumers. Of the 1180 
products that label sugar content, about 
20 percent contain 3 g or less of sugar 
per serving. Also the comment stated 
that 3 g of sugar provide 12 calories, 
which is 10 percent of the calories 
contributed by a typical l-ounce serving 
of cereal. This comment also uested 
that “very low sugar” be define 7 as one- 
half of the quantity for “low sugar” or 
1 g or less of sugar per servin . Another 
comment recommended a de %d tion of 
5 g or less of sugar per serving. This 
comment stated that presently 20 
percent of adult caloric intake :is 
attributed to sugar. Usin 

f 
an arbitrary 25 

percent decrease in this evel, a 
reference diet of 2000 calories, and 20 
servings per day, the comment 
computed a value of 5 g for the cutoff. 
Using the same rationale, this comment 
requested that “very low sugar” be 
defined as 3 g or less of sugar per 
serving. 

The agency does not believe that these 
comments provide an acceptable basis 
for defining “low sugar.” The fact that 
20 percent of cereals may contsin 3 g or 
less of sugar per serving is not a 
sufficient reason to de5e “low sugar” 
in this manner, even for cereal, 

Likewise, a value based on a 25 percent 
decrease from current intake is not a 
sufficient basis to de5e this term. To 
be consistent with the aRproach the 
agency has taken for other “low’: 
de5itions, a definition for a “low” 
level of sugar would have to rdate to the 
total amour&of tlse rmtrient 
recommended for daily consumption, as 
discussed in the general principles 

reposal (56 FR 60439); However, 
tsc ause the available consensus 
documents do not provide quantitative 
recommendations for daily intake of 
su am. FDA is not proposing a reference 
v 9 ue for this nutrient. The agency 
concludes that without a reference value 
for sugar intake, the term “low sugar” 
cannot be defined. For theseme reason, 
the agency is also not defining the term 
“very low sugar.” Accordtngly, the 
agency is not accepting the 
recommendations of this comment. The 
agency points out, however, that much 
of the information that these comments 
seek to convey can be communicated by 
use of a “reduced ar” 
claim made in acco 3 

or “less sugar” 
ante with new 

b. Synonyms for low. Several 
comments discussed synotiyms for the 
descriptive terms “low” and “very low” 
that FDA defined tntbe general 
principles and fat/cholesterol proposals. 
The agency notes that it de5ed “very 
low” only in the context of sodium 
claims (i.e., “very low sodium”). 

122. One comment offered the term 
“lowest” as a synonym for “low” and 
suggested that it be applicable to all 
nutrients for which FDA is defining 
“low” nutrient content claims. 

FDA disagrees with this comment 
because “lowest” is a comparative term 
that describes the position of a product 
with regard to one or more of its 
attributes relative to that of other 
products within a 
Therefore, FDA be % 

articular category. 
eves that “lowest” is 

not an appropriate synonym for “low,” 
and the agency is not adopting this 
suggested term. 

123. Two comments su ested that 
terms lilce “short” or “sm 3 l” be 
permitted as synonyms for “low.” 

These comments did not provide 
supporting information to persuade the 
agency that consumers commonly 
understand the terms “short” or “small” 
to have tbe same meaning as “low.” 
Therefore, FDA is not providing for the 
use of any of these terms as synonyms 
for “low” at this time. However the 
agency advises that interested persons 
may submit a synonym petition for the 
use of any of these terms as prescribed 
in S 101.69 of this final rule. The agency 
has, however, provided for the use of “a 

d. One comment offered the term “&&,‘f “dash,” “h&y,” 
“insi ificant,” “min~um,” 
“n ’ & ble,” “next to nothing,” 

content claims and has not provided for 
for this term. Th8 

f%gGn id not provide supporting CT” 
informetion to persuade the agency that 
consumers commonly understand tbe 
terms “dab,” “dash,” “hardly,” 
“insi~ficant,” “minimum,” 
~~nagligible,” “next to nothing,” 
“pinch,” “slight,” “smidgeon,” “tinge,” 
“trivial,” “tiny,” “touch,” or “very 
little” to have thesame meaning as 
“very low.” Therefore, FDA is not 
providing for the use of any of these 
terms 8s synonyms for “very low” at 
this time. However the agency advises 
that interested persons may submit a 
synonym petition for the use of any of 
these terms as prescribed in 5 101.69 of 
this final ml+ 

c. Sp&+fk definitions. i. Low and very 
low sodium. 

125. Some comments disagreed with 
the agenoy?s pro 

p”“’ 8s the level for !’ 
~toratain146mg 

ow sodium . 
contending that the basis of the 
definition for this term should be 
consistent with that forother nutrients, 
which would result in %w sodium” 
being defined as 96 mg or less per 
serving, i.e., 4 peroent of the DRV. One 
comment specifically opposed lowaring 
the criterion to Q6 mg per serving, 
noting that it is important to retain 
consistency with existing definitions. 
Others argued that the sodium/salt 
sensitive portion of the population is 
small in number, so that there would be 
little public health benefit in reducing 
the “low sodium” definition. Other 
comments generally contended that 
consumers are familiar with 140 mg 
through its widespread use in 
describing “low sodium” foods over the 
last 8 years, and that there have been no 
apparent problems. One comment 
proposed that “low sodium” claims 
should be allowed on foods containing 
10 percent of the DRV. per serving Jr 
per 100 g. It rovided no basis for this 
suggestion w ‘ch would result in 733 
increasing the cutoff level for “low 
sodium“ foods from 140 m 

The agency has reviewe d 
to 240 mg. 
the 

comments and is not persuaded to 
change the proposed definition for “low 
sodium.” As discussed in the general 
prindples roposal(~6 FR 66421 at 
60441) sn B noted by some of the 
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comments, the descrlptf we tmna for 
sodium have been in us8 for 
approximately 6 years, and the agency 
believes that consumers are familiar 
with them. In general, comments 
received in r8spcms8 to the 1989 
ANPRM and at the public hearings that 
followed, did not indicate a need for 
change, and most of the comments to 
this rulemakingsupport8d the existing 
criteria, even though it was not derived 
in the same manner (i.e., which would 
have vielded a value of 96 ma txrr 
sex&g) as other “low” cIaimYsS: - 

The wencv also disatrmes with 
comma& suggesting a”definition for 
“low sodium” of 240 mg per serving. If 
the definition w8r8 established at this 
level, a person could easily exce8d the’ 
DRV for sodium (e.g., if more than 10 
foods am consumed per day which are 
“low sodium”). This result would be 
inconsistent with dietary 
recommendations and with the 
approach that FDA is taking in definin.g 
other terms. As discussed in the geneml 
principles proposal (56 RR 60421 at 
60439), the agen 

OK 
believes that the 

selection of a f hearing the term 
“low” should assist consumers in 
assembling a prudent daily diet and in 
meeting overall dietary 
recommendations to limit certain 
nutrients. Tlmrefor8, the agency is 
retaining its criteria for “low sodium” 
claims. 

126. Many comments agreed with the 
proposed definition for “very low 
sodium,” stating that it is useful and has 
come to b8 understood by consunmrs. 
However, one comment stated that the 
term is not nacassary. 

level was too low, and that only a Sew 

The agency has reviewed the 
comments and is not parsueded to 
change the proposed definition for 
“very low sodium.” “V8ry low sodium 
foods” will be us8fu.l to individuals in 
the population wishing to r8dnc8 their 
total sodium intake to a more moderate 
level and wilI be especially useful to 
individuals on medically restricted diets 
(see 56 I% 60441). In general, comments 
received in response to the 1989 
A.NPRM and at the public hearings did 
not indicate a need for change, and most 
of the comments to this rulemaking 
supported keeping the adsting criteria. 
Therefore, the agency is retaining 35 mg 
as the eligibility level for “very low 
sodium” claims. 

ii. Low calorie. 127. Many comments 
agreed with the ag8ncy’s deffnition of 
“low calorie.” Some comnmnts’ 
however, disagmed’ one comment 
suggested that “low calorie” be defined 
at 4 percent of the DRV or RDI, rather 
than the 2 peFc8nt. One comment 
suggested that the maximum calorie _ _ 

products would qualify to make s “low 
calorie” claim. 

The agency agrees with the majority 
of the comments that 40 calories or less 
is the appropriate per serving criterion 
for the “low calorie” definition. FDA is 
not persuaded by the comments or by its 
own review of the calorie content of 
foods (Ref. 18) that increasing the per 
serving allowance in the definition of 
“low calorie” is prudent if the term is 
to be useful to consumers attempting to 
control their intake of calories. 

As explained in the general principl8s 
proposed rule (56 FR 60439) FDA is 
defining a “low” claim for a nutrient 
that is ubiquitous in the food sup 
an amount equal to 2 percent of tl! 

ly as 
e DRV 

for the nutrient. While a DRV for 
calories has not been established’ FDA 
used a reference caloric intake of 2,350 
calories for reviewing the definition of 
“low calorie” and for establishing DRV’s 
for other nutrients. As discussed in the 
RDI/DRV line1 rule published elsewhere 
is this issue of the Federal Register, 
FDA has changed the reference caloric 
intake to 2,000 calories’ Using the 
general approach described above, 2 
percent of 2,000 calories computes to 40 
calories. Accordingly, the agency is not 
changing the per reference amount 
criterion for the definition of “low 
calorie.” 

128. One comment suggested that the 
definition of “low calorie” should be 
based on foods that can be eaten freely 
without adding significant1 to the 
caloric content of the total B iet. 

FDA disagrees with this comment. 
The term “calorie free” already 
describes foods that can be eaten freely 
without adding significantly to the 
caloric content of the total diet. 
Accordingly, the agency is not defining 
“low calorie” in this manner. 

iii. Lqvfaf. 129. Only a few comments 
supported proposed $I 101.62(b)(2) that 
defines “low fat” as 3 g or less per 
serving and per 100 g of the food. Most 
of the comments on this issue objected 
to the second criterion of 3 g or less per 
100 g. Some of these comments . 
suggested alternatives to th8 second 
criterion. 

The second criterion for the term 
“low fat,“ as well as the second 
criterion for the other “low” terms, has 
been discussed in section III.A.1.b. of 
this document on the general approach 
to nutrient content claims. In this 
section, the agency is addr8ssing the 
comments on the first criterion of 3 g or 
less per serving. 

’ The majority of the comments 

g or less perserving. Th8s8 comments 

recommended that “low fet” remain at 
3 8 or less per serving. About 26 
comments requested that the cutoff be 4 

argued that defining “low fat” in this 
manner could still lead to a significant 
reduction of fat in the total diet as well 
as allow more flexibility for product 
development. A few comments 
requested that the cutoff b8 et more than 
4 g per serving. 

Some of th8 comments that requested 
that the cutoff be 4 g or less presented 
the following rationale: A diet of 2,350 
calories 
calories F 

r day with 30 percent of 
om fat allows a maximum of 

78 g of fat per day. The typical adult 
consumes 20 servings of food per day. 
These comments estimated that 13 of 
these servings contain fat. Dividing 78 g 
by 13 gives an average oi 6 g of fat. 
Based on this reasoning, 4 g of fat would 
be below the av8ra 
reduction) and cou ! 

e of 8 g (a l/3 
d be considered to 

be “low fat.” 
Th8s8 comments pointed out that if 

each of 13 servln s of foods contained 
4 g of fat, the tota f amount of fat would 
be only 52 g. well short of 78 g. Another 
comment based its calculations on 10 
servings of food containing fat. It 
observed that if 5 of 10 fat-containing 
foods had 4 
of fat in the ! 

, they would provide 20 g 
iet. Thus, tha oth8r 5 

servings could contain 11 g of fat each 
for a total of 75 g, which was the 
proposed BRV for fat. Other comm8nts 
stated that 4 g or less of fat per serving 
is appropriate because even if all 20 
servings of food a day contained 4 g of 
fat (i.e., less than 5 percent of the DRV), 
the daily total would slightly exceed the 
DRV. 

The agency agrees with the majority 
of the comments that 3 g OF less of fat 
is the appropriate per serving criterion 
for the “low fat” definition. FDA is not 
persuaded by the comments or by its 
own review of the fat content of foods 
(Ref. 19) that increasing the per serving 
allowance in the definition of “low fat” 
is necessary or prudent if the term is to 
be useful to consumers attempting to 
control their intake of fat. 

As explained in the fet and 
cholesterol proposed rule (58 RR 80466), 
FDA is defining a “low” claim for a 
nutrient that is ubiquitous in the food 
supply as an amount 8qual to 2 percent 
of the DRV for the nutrient. To arrive at 
a definition when a nutrient is not 
ubiquitous, the agency proposed to 
increase the 2 percent amount to adjust 
for such a nutrient’s uneven distribution 
in the food supply. This adjustment 
recognizes the practice of dietary 
planning in which a person consumes, 
in a day, a reasonable number of 
servings of foods labeied as “low,” 
balanced with a number of servings of 
foods that do not contain the nutrient in 

9 
m&ion and a number of servings of 
oods that contain ‘he nutrient at levels 



above the “low” level and is still able 
to stay comfortably within the 
guidelines of the various dietary 
recommendations (Refs. ‘?,12, and 17) 

Wiih respect to fat, current dietary 
guidelines recommend that a person 
consume a maximum of 30 percent of 
calories from fat, which in a diat of 
2,000 ca!orias per day would allow for 
consumption of a maximum of 67 g of 
fat r. * day FDA is adopting this value 
rounded to 65 g as the DRV for fat. Two 
percent of the DRV is 1.3 g, which 
rounded to the nearest one-half g would 
be 1.5 g. 

The agency is not using 1.5 g as the 
cutoff of a “low fat” claim, however, 
because fat is not ubiquitous in the food 
supply. Because fat is not ubiquiitous 
but is found in more than a few f,ood 
categories, FDA concludes that an 
appropriate upper limit for a “low fat” 
claim should be set at two times z 
percent of the DRV or 3 g per serving. 
The agency remains convinced that this 
amount is a reasonable definition for 
“low fat” because an average level of 3 
g in 16 to 20 servings of food per day 
(balancing the number of foods that do 
not contain fat with those that contain 
higher leveb of fat to yield en average 
of 3 g of fat per serving) would supply 
48 to 60 g of fat daily, within the DRV 
of 65 g of total fat. An average level of 
4 g in 16 to 20 servings would supply 
64 to 80 g of total fat, exceeding the 
DRV Similarly, an everage of 5 g would 
supply 80 to 100 g of fat. For this reason 
the agency concludes that 4 g or more 
of fat per serving is not en appropriate 
definition for “low fat.” Accordingly, 
the agency is not making the suggested 
change. 

130. Some of the comments that 
requested that FDA change the 
definition of “low fat” (proposed 
§ 101.62(b)(2)) to 4 g or less of fat per 
serving also requested that FDA define 
“very low fat.” They stated that 2 g or 
less of fat per serving could be 
considered “very low fat” if 4 g or less 
of fat were the definition of “low fat.” 
One comment offered the rationale that 
on a per serving basis, “very low fat” 
should be 0.5 g to 2 percent or ler;s of 
the DRV (based on 75 g of fat) for fat, 
and “low fat” should be 5 percent or 
less of the DRV. 

The agency is rejecting this 
recommendation because it is based 
upon an increase in the proposed 
definition of “low fat,” which the 
agency is not making as explained in the 
previous comment. Also, as discussed 
in response to comment 124 of this 
document, additional “very low” terms 
will be confusing to consumers. 
Accordingly. the agency is not defining 
“very low fat.” 

131. At least one comment 
recommended that “low fat” foods be 
defined only as those foods containing 
no, more than 3 g of fat per 100 g. The 
reason given for this recommendation is 
that it would simplify the comparison of 
foods. 

As explained in response to a similar 
suggestion for “fat free” claims (see 
comment 98 of this document), FDA 
does not believe that this ap roach 
alone is appropriate for the x efinition of 
nutrient content c!aims because it does 
not adequately account for the way 
foods are consumed. 

132. A few comments objected to the 
agency’s approach of defining “low fat” 
in terms of g of fat per serving (proposed 
~101.6Z(b)(2)(i)). One comment 
recommended that a “low fat” food be 
defined as a food having no more than 
30 percent of calories derived from fat. 
Other comments recommended limits of 
25 percent and 20 percent of calories 
derived from fat. Similarly, another 
comment stated that a “very low fat” 
food should have no more than 10 
percent of calories derived from fat. 

The agency disagrees with this 
suggestion for several reasons. Dietary 
recommendations to obtain no more 
than 30 percent of calories from fat are 
aimed at the total diet, not at individual 
foods. The agency believes that 
expressing claims in terms of g per 
serving as the basis for all “low” 
nutrient content claims is preferable 
because this amount is absolute. The 
percent of calories from fat varies 
disproportionately with the total 
number of calories in a food. If the 
number of calories is low, the percent of 
calories from fat can be relatively high. 
For example, the percent of calories 
from fat for radishes is over 25 ercent. 
Thus, they would not be consi cf ered a 
“low fat” food using one of the 
approaches suggested. In fact, radishes 
contain only about 0.3 g of fat per 
serving and qualify as a “fat free” food 
using FDA’s approach. Consequently, 
FDA concludes that the requested 
approach can be extremely misleading 
especially when applied to certain 
categories of foods that ere consistent 
with recommended diets (e.g., fresh 
fruits and vegetables). 

Furthermore, FDA recognizes that 
consumers are most familiar with 
nutrient content claims being expressed 
in terms of g per serving. Comments that 
the agency has received in response to 
the 1989 ANPRM and in the public 
hearings that followed elso supported 
continued use of serving sizes in the 
definition of nutrient content claims, as 
did the IOM report (Ref. 14). Finally, 
one of the goals of nutrient content . . _. claims is to help consumers construct a 

diet that is consistent with dieta 
guidelines. Claims based on abso ute 7 
per serving amounts are much easier to 
use in this way than claims based on 
percentages computed for the individual 
food. Accordin 

8’ 
y, the egency is not 

defining “low at” in terms of percent of 
calories from fat. 

133. A number of comments 
suggested that FDA should vary the 
quantitative definition of “low fat” 
according to food category and 
designate as “low” those foods that are 
relatively low compared to other foods 
in the same food category. ln support of 
this approach, the comments argued 
that a single criterion may cause 
cansumers to avoid food categories in 
which no foods qualify for a claim, 
making the task of educating consumers 
about appropriate choices within those 
categories more difficult. 

The agency considered this approach 
snd is rejecting it for the reasons 
discussed in the general principles 
proposal (56 FR 60421 at 60439). In 
summary, the agency believes that 
relative claims can be used to highlight 
certain foods in the same food category. 
The use of different criteria for “low fat” 
foods in different food categories would 
make it difficuh for consumers to 
compare products across food categories 
and to substitute one food for another in 
their diets. Furthermore, this approech 
would make it possibIe for some foods 
that did not qualify to use the nutrient 
content claim to contain less fat than 
foods in other categories that did j 
qualify. FDA has received many 
comments asking for consistency among 
nutrient content claims to aid 
consumers in recalling and using the 
defined terms. In addition, the IOM 
report (Ref. 14) recommended such 
consistency. None of the comments 
provided any basis for why these factors 
should not be controlling. Accordingly, 
the agency will not vary the quantitative 
definition of “low fat” from food 
category to food category. 

134. At least one comment suggested 
that foods be described as “low fat” if 
they contain one-third less fat than the 
“re ular” food, 

Al A disagrees with this terminology 
because it believes it is not appropriate. 
However, FDA agrees that foods with a 
one-third reduction in fat content 
compared to an appropriate reference. 
food should be able to make a claim and 
is providing in new S 101.62(b)(4) that 
such foods may be described as 
“reduced fat” or “less fat.” 
Consequently, the agency concludes 
that no chenge is warranted in response 
to this comment. 

135. One comment suggested that 8 
food that is “low fet” should also be 
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“low cholesterol,” and that the 
descriptor should be “low fat/low 
cholesterol.” Using the same rationale, 
the comment suggested that the claim 
“fat free/cholesterol free” be used in 
place of “fat free” and “cl#esterol 
free.” Another comment expressed 
concern about “fat free” being used ‘to 
describe foods that contain high levels 
of cholesterol. 

The agency believes that this 
approach is overly restrictive and is not 
in accord with section 403(r)(Z)(B)(ii) of 
the act, which provides that cholesterol 
should be identified on the PDP (i.e., 
“See panel for information 
on cholesterol and other nutrients”) 
only at levels associated with increased 
risk taking into account the significance 
of the food in the total diet. The agency 
has determined that these levels for 
cholesterol are those exceeding 20 
percent of the DRV or 60 mg of 
cholesterol per reference amount, per 
labeled serving size, or, for foods with 
reference amounts of 30 g or less or 2 
tablespoons or less, per SO g of food. 
Section 403(r)(2)(A) of the act, which 
makes special provisions for cholesterol, 
saturated fat, and fiber claims, makes no 
such provision for fat claims. 
Accordingly, the agency is making no 
change in response to these comments. 
The agency notes that it is unaware of 
any “fat free” foods that contain 60 mg 
cholesterol. 

iv Law snturafedfat. 136. The agency 
received several comments on proposed 
5 101.62(c)(l) which defines “low in 
saturated fat” as I g or less per serving 
and no more than 15 percent of calories 
from saturated fatty acids. Most of the 
comments supported the criterion of 1 
g or less per serving. Other comments 
requested that the cutoff be a higher 
value. One comment stated that this 
claim should be defined only in terms 
of percent of calories from saturated fat 
but did not suggest a percentage. 
Another comment stated that it would 
be more appropriate to permit this claim 
on foods that are high in total fat and 
relatively jaw in saturated fat but did 
not make a s 

The secon x 
ecific recommendation. 
criterion for the term 

“low in saturated fat” is discussed in 
comment 137 of this document. In this 
section, the agency is addressing the 
comments on the first criterion of I g or 
less of saturated fat per serving. 

The comments recommending a cute, 
of 2 g per serving stated that this value 
would be consistent with Canada’s 
definition of “low in saturated fat” and 
with the proposed saturated fat 
threshold on cholesterol claims. They 
pointed out that FDA’s rationale for the 
2 g threshold is that it is consistent with 
current dietary recommendations that 

10 percent of calories come from 
saturated fat. One comment complained 
that a cutoff of I g would result in 
canola oil being the only oil able to bear 
this claim. The comment said that this 
oil is very minor in both production and 
consumption in the United States. It 
alleged that FDA has failed to recognize 
the strong body of scientific evidence 
that consumption of polyunsaturated fat 
lowers blood cholesterol. The comment 
contended that in terms of its effect on 
blood cholesterol, the effect of the low 
saturated fat content of canola oil is 
negated by its polyunsaturated fat 
content. The comment said that it has 
been shown conclusively in humans 
that both corn oil and soybean oil are 
better than canola oil in lowering serum 
cholesterol. The comment argued that 
the proposed definition “is clearly 
discriminatory, arbitrary, and ill-serves 
the U.S. industry and the consumer.” 

Another comment, which supported a 
definition of 2 g or less of saturated fat 
per serving and no more than 15 percent 
of calories from saturated fat, presented 
data that it claimed showed that 
saturated fat intake both for the total 
population and the 60th percentile is 
basically identical whether the first 
criterion is 1 or 2 g per serving. It 
concluded that a cutoff of I g would 
unreasonably restrict consumer choices 
of foods with no dietary impact on 
saturated fat. 

The agency has reconsidered this 
issue and agrees with the majority of the 
comments that 1 g or less is the 
appropriate per serving criterion for the 
“low in saturated fat” claim, which is 
the proposed value. FDA is not 
persuaded by the arguments or by its 
own review of the saturated fat content 
of foods (Ref. 20) that increasing the per 
serving allowance in the definition is 
necessary or prudent if the term is to be 
useful to consumers attempting to 
control their intake of saturated fat. FDA 
acknowledges that only a limited 
number of fats and oils will be able to 
make this claim but points out that in 
addition to canola oil, high oleic 
safflower oil, almond oil, apricot kernel 
oil, and hazelnut oil qualify. Also, 
mayonnaise type salad dressing and 
various types of low calorie salad 
dressings can make this claim. With 
respect to the statement that corn oil 
and soybean oil are better than canola 
oil in lowering serum cholesterol, the 
agency notes that this statement was not 
supported by data in the comment. 

As explamed in the fat/cholesterol 
proposed rule (56 FR 60486) and in the 
section on “low fat” in this final rule, 
FDA is defining “low fat” as 2 percent 
of the DRV for fat times two to adjust 
for the fat distribution in the food 

supply, or 3 g of fat per serving. Using 
the same approach for saturated fat and 
the recommendation of current dietary 
guidelines (Refs. 7, 12. and 17) that the 
consumption of saturated fat be less 
than lo percent of calories, the agency 
concludes that “low in saturated fat” 
should be defined as 1 g or less per 
serving. 

This conclusion reflects the fact that 
total fat and saturated fat have similar 
distributions in the food supply. An 
FDA analysis has determined that both 
total fat and saturated fat are present in 
over half of 16 USDA-defined food 
categories (Ref. 21). For the purpose of 
that analysis, a nutrient was considered 
to be “ 
one-ha P 

resent” in a food category if over 
f of the foods in the category 

contained 2 percent or more of the 
proposed DRV. Further, the agency 
remains convinced that this amount is 
a reasonable definition for “low in 
saturated fat” because an average level 
of 1 g in 16 to 20 servings of food per 
day would supply 16 to 20 g of 
saturated fat daily, within the DRV for 
saturated fat of 20 g (5 101.9(c)(9)(i)). An 
average level of 1.5 g in 16 to 20 
servings per day would supply 24 to 30 
g of saturated fat, exceeding the DRV. 
Similarly, an average level of 2 g would 
supply 32 to 40 g of saturated fat. For 
this reason, the agency concludes that 
1.3 g or more of saturated fat per serving 
is not an appropriate definition for “low 
in saturated fat.” Accordingly, the 
agency is denying the requests that the 
cutoff for the per serving criterion be 
increased or eliminated. 

137. Some comments recommended 
that the second criterion in proposed 
S 101.62(c)(l), which defines “low in 
saturated fat” as 1 g or less per serving 
and no more than 15 percent of calories 
from saturated fatty acids, be 
eliminated, and a few comments 
suggested that it be changed to a lower 
value. 

The comments that recommended 
that the second criterion should be 
eliminated said that this criterion 
prevents claims on some of the foods 
recommended by NCEP for lowering 
saturated fat intake. Also, one comment 
pointed out that when fat is reduced in 
a food that is relatively low in saturated 
fat, the percent of calories from 
saturated fat is increased (i.e., a food 
able to make this claim could be 
disqualified by fat removal). Other 
comments stated that the second 
criterion is not needed because 
manufacturers will no longer be able to 
manipulate serving size. Furthermore, 
one comment contended that there is no 
evidence that foods that are nutrient 
dense are consumed in excess. A few 
comments said that “percent of calories 



agency contimms to bf&eva that a 
second criterion is rmaded to prevent 
misleadin “low” &ims on nutrient- 
dense foo ts with smrdl serving sizes. 
The second t&e&n in the ag~~$s 
dafinition for “low fll s&h&rated1 tat” is 
for this purpose. A goned c&znision of 
second criteria for %w” &ms may be 
found in s8ction lUA.Sh of this 
document. 

The agency agrees with the comment 
that “percent of c&fee from saturated 
fat” generally should a 

PI3 
pI to the total 

diet, not to individual oo a For this 
reason,. the agency did not accept the 
recommendation that a “low Bat”’ food 
should be deffned as havfng no more 
than 30 p8ramt of cahufw derivec(from 
fat as discussed in response to e:omment 
132 of this document The eg0xxy also 
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the “p8ment of c&&s from dat” varies 
with the total number of ctrhwies fn a 
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of saturate& fitt or by decre&&g the 
amount of total cah3ries. As one 
comment obwrwd, r0muvel di%st codd 
make the percent of calories &om 
saturated fat increase. corrcaivab~y 
disqualifying e faod from making a %w 
in saturated fat” cl&n. Haweuer, as 
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F-R 60418 at 60#2)* the~agesrcp WIwted 
asecor&criteri~ofnoaMBsthan15 
percent of caIo* fiorn sr&nrat84 fat 
because it tentettvnty ithet 
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secon criterion Rae thf~ other “low” 
claims ytetded a c&&on that ~1~s tno * restrictivs (is., liesa than 1 g of atnrated 

first CFiterim of 2 g M  lass of saturated 
fat per serving. While dtetary 
recommendations are for less than 10 

saturated fat” claim baa&aPtbe parcent 
of calorie6 fram setmted f&t fn t&se 

appearing osr some of th# foods &et 
NCEP -mdrkw am.i w 
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a lower intake of saturat0d fet. Per 
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for whole milk, and f perdent fat r&k 
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not believe that all such substitute 
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NGEF. in mmy casw, raxnnmends 
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to ea&y identify the f&&s that contain 
especially few km&4 afssturated &tt, 
and that the proposed definft.ion 
achieves this purpose. Aazordingty, the 
agency is draying the request that the 
second criterion of no more than $5 
percent of calories from saturated fat be 
eliminated or changed in v&m. 

138. At least one co-t req)msted 
that FDA eliminate the requirement in 
prq3wed !+ 101.62~~) that th8 amount of 
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othw cumments sapported the 
proposed rufe with respect to disclosure 
of i8t. 

The agency agr88s that t&s provision 
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and is persuaded that fat disclosure 
should not be required et heels of 3 8 
orbsspBrwFvin8.Theageacy 
concludes that such disctoaure is 
unnecessary~ns63gor1ess~sthe 
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satureted firt” rnd “knv fat” d&m 
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would not be misled by a “low in 
saturated fat” claim as long as the fa:t 
level of the food is 3 g or less per 
serving. For uses of “low in saturated 
fat” on foods with more than 3 g of fat, 
disclosure of fat content is requippd to 
avoid misleading the consumer. For this 
reason, the agency is denying the 
requests that disclosure of fat content be 
required only when the fat content 
exceeds 11.5 g per serving. The fat 
content is a material fact at levels above 
3g when a “low in saturated fat” claim 
is made. 

Also, the agency is denying the 
request that margarine be exem 

f 
t from 

fat disclosure. The disclosure o total fat 
on foods (except foods that are “low 
fat”) that bear a “low in saturated fat” 
claim is necessary to ensure that 
consumers who do not differentiate 
between a “low fat” and a “low in 
saturated fat” claim are not misled b:y 
the latter claim. The agency notes that 
butter is not required to disclose fat 
because it does not bear a “low in 
saturated fat” claim. 

Finally, the agency is not requiring 
that the label of a food with a “low in 
saturated fat” claim state that it is “high 
in fat” if it contains more than 11.5 g 
per serving. FDA has not defined “high 
in fat.” In addition, 11.5 g was the 
proposed disclosure level. As exolained 
in comment 13, FDA has raised the 
disclosure level to 13.0 g of fat. 
However, to require a “high in fat” 
statement on foods that bear a claim and 
contain more than that level of fat 
would be inconsistent with the 
disclosure concept in section 
403(r)(2)(B) of the act. 

140. At least one comment stated that 
the “low in saturated fat” claim is 
misleading on a food that contains 
hydrogenated oil (i.e., contains trans 
fatty acids). 

As discussed in comment 111 and 118 
of this document, the evidence 
suggesting that trans fatty acids raise 
serum cholesterol remains inconclusive. 
For this reason, the agency finds that it 
cannot conclude that a “low in 
saturated fat” claim on a food 
containing trans fatty acids is 
misleading. Accordingly, the agency is 
making no change in the final rule in 
response to this comment. However, as 
explained in comment 111 of this 
document, the agency has included a 
limit for trans fatty acids as a criterion 
for a “saturated fat free claim,” because 
of the implications of that claim and the 
particular importance of that claim. 

141. A few comments requested that 
“- percent unsaturated fat” be 
allowed as a synonym for a claim about 
saturated fat. One of the comments 
stated that without‘the ability to make 

this claim, there is an economic 
incentive for manufacturers to substitute 
soybean oil for canola and safflower oil. 
They said the data do not sup ort FDA’s 
concern that positive claims a ii out high 
fat will increase consumption. 

The agent 
“unsaturate Ll 

is not allowing the term 
fatty acids” to appear in 

the nutrition label because of 
uncertainty about its definition, 
specifically, the inclusion of trans 
isomers of monounsaturated fat, as 
discussed in the final rule on mandatory 
nutrition labeling published elsewhere 
in this issue of the Federal Register. 
Therefore, the agency concludes that it 
would be inappropriate to define the 
term ‘I- percent unsaturated fat,” 
and the agency is denying this re uest. 
’ v. Low cholesterol. 142. Only a ‘t ew 

Ezz%x!%:~::~~:~ 
cholesterol” as less than 20 mg per 
serving and per 100 g of the food. Most 
of the comments on this issue objected 
to the criterion based on weight, and 
some of these comments suggested 
alternatives to this criterion. 

The weight-based criterion for the 
term “low cholesterol,“ as well as for 
the other “low” terms, has been 
discussed in section III.A.1.b. of this 
document on the 

1 
eneral ap roach to 

nutrient content c alms. In tL IS section. 
the agency is addressing the comments 
on the criterion of less than 20 mg of 
cholesterol per serving. 

The majority of the comments 
recommended that “low cholesterol” 
remain at 20 mg or <less per serving. A 
few comments requested that the cutoff 
be a lower value, and a few other 
comments wanted a higher value. The 
comments favoring a cutoff of 15 mg 
pointed out that many foods consumed 
throughout the day have ingredients 
that contain cholesterol (e.g.. bread). 
They stated that the recommended \ 
intake of less than 300 mg of cholesterol 
per day could easily be exceeded if 
these foods are eaten in sufficient 
quantity. One of the comments favoring 
a cutoff of 30 mg also believed that 
“cholesterol free” should be less than 5 
mg per serving. The comment 
contended that the cutoff for “low 
cholesterol” should be six times the 
cutoff for “cholesterol free” because the 
cutoff for “low fat” is six times the 
cutoff for “fat fkee.” 

The agency agrees with the majority 
of the comments that 20 mg or less 
cholesterol is the appropriate per 
serving criterion for the “low 
cholesterol” definition. As explained in 
the fat/cholesterol proposed rule (56 FR 
60478 at 604861, FDA considered that a 
“low” claim for a nutrient that is 
ubiquitous in the food supply should be 

an amount equal to 2 percent of the DRV 
for the nutrient. To arrive at a definition 
when a nutrient is not ubiquitous, the 
agency proposed to increase tbe 2 
percent amount to adjust for the 
nutrient’s uneven distribution in the 
food supply. If the nutrient is found at 
measurable levels in foods from only a 
few food categories, the agency 
proposed to define “low” as thrae times 
2 ercent of the DRV. Cholesterol, 
w ii ich is found only in foods of animal 
origin, is in this group of foods. The 
DRV for cholesterol is 300 mg, 2 percent 
of which is 6 mg. Therefore. the value 
for “low cholesterol” computes to 18 
mg, which rounded to the nearest 5 mg 
increment, is 20 mg per serving. 

Consequently, the agency is denying 
the request that the cutoff for “low 
cholesterol” be less than 30 mg because 
it concludes that this value is too high 
to be useful to consumers attempting to 
control their intake of cholesterol. 
Moreover, the agency disagrees with the 
rationale presented for 30 g that the 
cutoff for “low cholesterol” should be 
six times the cutoff for “cholesterol 
free” based on a value of 5 mg, because 
the cutoff for “low fat” is six times the 
cutoff for “fat free.” The agency 
emphasizes that the “low” values are 
derived from the DRV’s, not from the I 
limit of detection. Also, the agency is 
denying the request that the cutoff for 
“low cholesterol” should be less than 15 
mg on the basis that is too restrictive. 
Cholesterol is not so widespread in the 
food supply that such low levels are 
necessary to help consumers to 
structure their diets to be consistent 
with dietary guidelines for cholesterol. 
A “low cholesterol” claim based on 20 
mg will be useful to consumers in 
structuring a total diet that is consistent 
with dietary guidelines. 

Accordingly, the agency is not 
revising the final rule to change the 
amount allowed per serving for a “low 
cholesterol” claim. 

143. The agency received relatively 
few comments on the requirement for 
disclosure of total fat with cholesterol 
claims. Some of the comments 
supported the provision of the proposed 
rule that the amount of fat must be 
declared next to a cholesterol claim if 
the fat content exceeds 11.5 g per 
serving or per 100 g of food, Othei 
comments favored disclosure at other 
levels of fat, including all levels of fat, 
while some comments opposed 
disclosure of any amount of fat. One 
comment said that disclosure of the 
amount of fat would not be useful to the 
average consumer and suggested the 
statement, “this product is not low in 
total fat.” 



A few comments s&d that the term 
“low cholesterol” on the label of a food 
containing high heels of fat is 
misleading, even if the amount of fat is 
disclosed. These comments 
recommended that cholesterol claims 
have a fat threshold above which claims 
are disallowed. One comment request&d 
that a “low cholesterol” claim, as well 
as a “cholesterol free” claim, :not be 
allowed 02 foods containing more than 
3 g of fat and.615 g of fat per,g of dry 
matter. This comment argued that a 
limit on total fat is needed to prevent 
manufacturers from meeting the 
saturated fat threshold by replacing 
saturated fat with tr*s fatty acids. As 
discussed in responseto comment 117 
of this document. another comment 
proposed a 3 g limit on fat specifically 
for “cholesterol free” claims but did not 
refer to “low cholesterol”.clailms. 0~8 
other comment requested that a “low 
cholesterol” claim not be allowed on 
food containing more than 5 g of fat and 
more than 20 percent total fat on a dry 
wei 

T e 
t basis. 

e agency has reviewed this issue 
and continues ta believe.that fat 
disclosure is preferable to a fat limit 
above which the claim “low 
cholesterol,” as well as other cholesterol 
claims, cannot be made. The agen 

7 
has 

the authority under the act to estab ish 
a fat limit with cholesterol claims. 
Section 403(r)(2)(A)(vi) of the set states 
that a nutrient content claim “may not 
be made if the Sedretary by regulation 
prohibits the claim because the claim is 
misleading in light of the level of 
another nutrient in the food.” The 
agency has used this authority to 
prohibit cholesterol claims on :foods 
containing more than 2 g of saturated, fat 
per serving, which is discussed1 in 
response to comment 116 of this 
document. However, the agency does 
not find that a cholesterol claim on the 
label of a food containing high levels of 
fat is misleading when the fat amount is 
disclosed in proximity to the claim 
because total fat per se does not affect 
blood cholesterol levels. Thus, 
consumer expectations regarding blood 
cholesterol levels are met as long as the 
food contains the requisite amount of 
cholesteroi and 2 g or less of saturated 
fat 

-x 
er serving. 
e agency proposed that amounts of 

fat exceeding 11.5 g per serving or per 
100 g of food have to be disclosed. The 
11.5 g amount represents 15 
the DRV for fat. Disclosure o P 

ercent of 
the 

amount of fat, rather than thb statement, 
“this product is not low in total fat,” is 
in accordance with section 
403(rl(2l(Al(iii) of the act. This section 
states that the amount of total fat shall 
be disclosed in immediate proximity to 

a cholesterol claim if a food, taking into 
account its significance in the total diet, 
contains fat in an amount that increases. 
the risk for persona in the general 
population of developing a diet-related 
disease or health condition. 

In response to comments requesting 
that ‘FEW modi+ chit dischtsuro level in 
%101.13(h) to 20 percent of the DRV, the 
agency is changing the final rule to 
provide that disclosure Ievels for fat are 
those exceeding 13 g of ‘fat per reference 
amount, per labeled serving siz8, or, for 
foods with a reference amount of 30 g 
or less or 2 tablespoons or less, per 50 
g of food. The rationale for this than e 
is presented in the final rub on hea Ial I 
claims, published elsewhere in this 
issue of the Federal Regfster. 

144. About 15 comments opposed the 
provision in proposed 
S 101.62(dl(l)(ii)(El and (dK2)(iil(El that 
the amount of cholesterol in certain 
foods bearing “cholesterol free” or “low 
cholesterol” claims must be 
“substantially less” than the food for 
which it substitutes (i.e., it must meet 
the requirements for a comparative 
claim using tha term “less” in proposed 
§ 101.62(d)(5Wi)(A)). The foods included 
were those that contain more than 11.5 
g of fat per serving or per 100 g of food 
and that contain, only as a result of 
special processing, an amount of 
cholesterol per serving that meets the 
relevant criterion for a “free” or “low” 
claim. The proposed requirements for 
comparative claims that apply are that 
the food contain at least 25 percent less 
cholesterol, with a minimum reduction 
of more than 20 mg cholesterol per 
serving, than the reference food. 

The majority of the comments 
opposed the minimum reduction of 
cholesterol of more than 20 mg. One 
comment contended that the 
requirement for a mfnimum reduction 
goes beyond the requirements of section 
403(r)(21(A)(iii)(1) of the act that the 
level of cholesterol should be 
substantially less than the level usually 
found in the food or in a food that 
substitutes for the food. Many of these 
comments opposed this minimum 
because it would disallow a cholesterol 
claim on products such as 2 percent 
milk that has up to 95 percent of its 
cholesterol removed. These comments 
also opposed the propoied saturated fat 
threshold because the dairy products 
that have undergone cholesterol 
removal contain more than 2 g of 
saturated fat per serving. These 
comments requested that a cholesterol 
claim be allowed on the label of a food, 
regardless of the food’s fat or saturated 
fat content, provided that the food has 
at least 33 percent of the indigenous 

cholesterol removed, and that the 
content of total fat is disclosed, 

At least two comments supported the 
proposed minimum but op sed the 
disclosure statement (i.e., $ isclosnre of 
the percent that the cholesterol was 
reduced, th8 identity of theref@mce 
f&l; t3l&~ve ia 
corn aring the level of cholesterol fn the 
pro if uct per serving with that of the 
r~f8renwM3~ At iefu3t oneno~ent 
opposed the&#red mf&num, the 25 
percent i8dllGtfon, and the diaclo8ure 
statement. This comment stated’that the 
claims “cholestteroi free”’ and “low 
choiestero~” should refer to an absolute 
level of cholesterol rather than to a 
r8latSve heel. 

The agency is 
comments that tl 

ersuaded by these 
8 minimum reduction 

of cholesterol of more than 20 mg is 
unduly restrictive because it 
discriminates against products 
containing relatively small amounts of 
cholesterol. Accordingly, the agency is 
8liminatJng this requirement in the final 
rule for the “cholesteroi free” and “low 
cholesterol” claims as well as far 
comparative claims fes discussed in 
response to comment 158 of this 
document). Mowever, ,the agency 
continues tobelieve that “substantially 
less” choiesteral should bQ interpreted 
as 25 percent less cholesterol than #he 
dBiBilG8 fQQd. %V9mty-fiv8 PBWIit 
represents the extentof reduction 
nacessary to mak8 a “)ess” or “reduced” 
claim. Consequently, the agency is 
den 
fo 1 

ing the request that the labeled 
contain 33 percent less cholesterol, 

or that no reduction in cholesterol be 
re uired. 

1 urthermore, under section 
403(r)f2)(A)(iii)(II) of the act, the 
disclosure statement must ap ar in 
immediate proximity to the c p” aim, as 
proposed. FDA is providing, however, 
in S lOl.S2(d)(l)(ii)(F)(2) and 
(d)(2)(iii)(E)f2) in this final rule that the 
quantitative information comparing the 
lev?l of cholesterol in the product with 
that of the reference food may appear on 
the information an81 in conjunction 
with nutrition ia k ling The agency is 
making this @aq8 in S lOl.l3(j)(2)(iv) 
to prevent label clutter on the PDP, as 
discussed in response to comment 214 
of this document. The request thet a 
cholesterol claim be allowed regardless 
of saturated fat content is addressed 
elsewhere in this document [see 
comment 116 of this document), as is 
the need for fat disclosure with 
cholesterol claims (see comment 143 of 
this document). 

vi. Lean. 145. FDA received several 
comments that supported use of the 
terms “lean” and “extra lean” with 
FDA-regulated meat products or meal- 
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type products in accordance with 
definitions of these terms as proposed. 
by the Food Safety and Inspection 
Service (FSIS). Meal-type and main djish 
products are defined and fully 
discussed elsewhere in this final rule. 

One comment requested that FDA 
allo& use of the terms “lean” and “extra 
lean” on the labels of fishery products 
in a manner similar to that proposed by 
FSIS. The comment noted that the 
composition of some fishery produds 
would prevent them from bearing the 
nutrient content claim “low fat” on 
their labels in accordance with the 
definition of this term in FDA’s W 
cholesterol proposal. The comment also 
pointed out that FDA’s general 
principles and fat/cholesterol proposals 
did not provide for us8 of the term 
“lean” or “extra lean” on the labels of 
fish products. However, if these foods 
were considered under FSIS’ proposed 
regulation, a substantial number of them 
would qualify for use of the term “lean” 
or “extra lean” on their labels. 

Another comment stated that FDA 
should permit product lines that contain 
both USDA- and FDA-regulated meal- 
type products to bear descriptive terms 
such as “lean” and “extra lean” that can 
be applied to the entire product line for 
labeling and advertising 

tE 
urposes. The 

comment further stated at, if FDA 
does not allow the terms “lean” and 
“extra lean” on food products regulated 
by the agency, then these terms will 
most likely not be used on any meal- 
type products. The comment also stated 
that the USDA proposed criterion for 
saturated fat should be eliminated 
because it is too restrictive. 

These comments raise an issue that 
FDA finds has merit. By way of 
background, on November 27,1991, 
FSIS published a proposed rule (56 FR 
60302) on nutrition labeling of meat and 
poultry products. In that proposal, FSIS 
presented definitions of the descriptivg 
terms “lean” and “extra lean” that 
would only be applicable to the meat 
and poultry products that FSIS regulates 
under the authority of the Federal Meet 
Inspection Act (21 U.S.C. 601 et seq.) 
and the Poultry Products Inspection A’ct 
(21 U.S.C. 451 et seq.). FSIS proposed 
that the term “lean” could be used to 
describe a meat or poultry product that 
contained less than 10.5 g fat, less than 
3.5 g saturated fat, and less than 94.5 mg 
cholesterol per 100 g. The term “extra 
lean” could be used to describe a meat 
or poultry product that contained less 
than 4.9 g fat, less than 1.8 g saturated 
fat, and less than 94.5 mg cholesterol 
per 100 g. FSIS also proposed to permit 
these terms to be used to describe multi- 
ingredient meal-type products. 

Data supplied by the American Heart 
Association (AI-IA), in response to the 
April 2,1991, FSIS ANPRM (56 FR 
13564) on nutrition labeling of meat and 
poultry products, provided the basis for 
the criteria that FSIS used in its 
proposed definitions of these terms. 
These data consisted of levels for total 
fat, saturated fat, and cholesterol of 
selected fresh and processed “meat” 
items (various types of beef, veal, pork, 
lamb, poultry, and fish) on a “cooked 
weight” basis. Using recommended food 
consumption patterns and dietary 
guidance ticommendations as bases, 
AHA selected threshold values for fat. 
saturated fat, and cholesterol levels of 
these muscle foods on a 1 oz and 3 oz 
“cooked weight” basis. Threshold 
values for “lean” represent 
approximately 7 percent fat in raw meat 
and 10 percent fat by weight in cooked 
meat. Threshold values for “extra lean” 
represent approximately 6 percent ftit by 
wei ht. 

k T e levels in FSIS’ proposed 
definitions were derived by converting 
AHA’s threshold values from a 1 oz to 
100 g basis. Upon making this 
calculation, FSIS found that the values 
obtained approximated the agency’s 
criterion for use of the terms “lean” and 
“extra lean” on the labels of meat and 
poultry products as discussed in a 
November 18,x987, FSIS policy 
memorandum 70B(Ref. 22). 

Based on comments received in 
response to its nutrition labeling 
proposal (56 FR 60302), FSIS, in a final 
rule published elsewhere in this issue of 
the Federal Register, has changed the 
rounding rule that it originally used. In 
addition, FSIS has developed modified 
criteria for levels of total fat, saturated 
fat, and cholesterol such that the ratio 
of saturated fat to total fat would be 40 
percent for both nutrient content claims. 
FSIS considers the ratio of 40 percent to 
be reasonable because it is 
representative of the ratio of saturated 
fat to total fat inherent in ruminant 
muscle. Although AHA’s suggested 
criteria were based upon fresh and 
processed cooked meat (cut or ground), 
in its final rule, FSIS is adopting criteria 
on an “as packaged” basis to achieve 
consistency with that agency’s past 
labeling policy. 

Under the FSIS final rule, to bear the 
term “lean,” a meat or poultry product 
must contain less than 10 g fat, less than 
4 g saturated fat, and less than 95 mg 
cholesterol per reference amount and 
per 100 g. To bear the term “extra lean,” 
the product must contain less than 5 g 
fat, less than 2 g saturated fat, and less 
than 95 mg cholesterol per reference 
amount and per 100 g for individual 
foods. The criteria in the definitions Qf 

these terms for meal-type products 
under the FSIS final rule are presented 
elsewhere in this final rule. 

The comments supporting use of th 
terms “lean” and “extra lean” on the 
labels of meat products and meal-type 
products have persuaded FDA to 
include provisions in this final rule 
consistent with those of FSIS to provide 
for use of the terms “lean” and “extra 
lean” to describe certain compatible 
foods regulated by FDA under the act, 
In the proposal, FDA solicited 
comments on whether additional 
defined terms were needed (56 FR 
60421,60431), and these comments 
demonstrated that the agency needed to 
add terms useful for these types of 
foods. FDA has statutory authority to 
enforce the act’s provisions that prohibit 
misbranding of all foods except for 
those products exempted under the act 
(section 902 of the act (21 U.S.C. 392)). 
Thus, PDA is responsible for regulation 
of the labeling of certain types of meat 
products (e.g., seafood, bison, rabbit, 
game meats) not regulated by USDA 
under the Federal Meat Inspection Act 
(21 U.S.C. 601-623 et seq.) or the 
Poultry Products Inspection Act (21 
U.S.C. 451-469) or in situations in 
which these products ar8 not subject to 
USDA regulation. In addition, FDA is 
responsible for regulation of meal-type 
products not regulated by USDA under 
either of the aforementioned acts. 

The agency recognizes that seafood 
and seafood products play a comparable 
role in the diet to that of meat and 
poultry products and, like meat and 

.poultry products, contribute to the total 
dietary intake of fat, saturated fat, and 
chol8st8rol. In addition, FDA-regulated 
meal-type products are consumed in the 
same manner as USDA-regulated meal- 
type products covered by the FSIS rule. 
FDA concludes that providing for use of 
the descriptive terms “lean” and “extra 
lean” as nutrient content claims on the 
labels of seafood (including finfish and 
shellfish) and meal-type products that it 
regulates would be of value to 
consumers in maintaining healthy 
dietary practices. The terms “lean” and 
‘“extra lean” will describe foods of these 
types with relatively lower levels of fat, 
saturated fat, and cholesterol. In 
addition, the agency recognizes that the 
same conclusion applies to other meat 
products regulated by FDA (8.g.. bison, 
iabbit, game meats). - 

Analvses of FDA’s Food Comoosition 
Data B&e (Ref. 23), which is ba;8d on 
USDA’s Agriculture Handbook Number 
8 on food composition, show that many 
fish/shellfish products (on a raw basis 
with a reference amount of 110 g) would 
qualify to bear “lean” or “extra lean” 
claims under FSIS’ definitions of these 
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terms that FDA is adopting. Haddock, 
swordfish, and clams, for example, 
could be a 
lean,” whi P 

propriately labeled as “extra 
e Spanish mackerel and 

Bluefin tuna would be eligible for use of 
the term “lean” on their labels. On the 
other hand, neither term could be used 
on such seafood items as shrimp; 
Chinook salmon, or any other rseafood 
itam with a composition that exceeds 
the limits on the levels of total fat, 
saturated fat, or cholesterol est,ablished 
for use of the term “lean.” Similarly, for 
game meats and related FDA-regulated 
meat products (on a raw basis with a 
reference amount of 110 g), based on 
data from USDA’s Agriculture 
Handbook Number 8 on food 
composition (Ref. 24), domesticated 
rabbit could be differentiated from deer 
(venison) because domesticated rabbit 
would qualify for “lean” and dleer for 
“extra lean.” 

FDA’s action in promul 
equivalent definitions of 

ating 
t% es8 terms 

will enable consumers to compare the 
nutritional values of meat pmducts and 
meal-type products that may serve as 
substitutes for one another in a balanced 
diet. Therefore. FDA is including in this 
final rule 9 101.62(e) that permits use of 
the terms “lean” and “extra lean” on 
individual foods and on meal and main 
dish products. Use of these descdptive 
terms for FDA-regulated meal and main 
dish roducts is addressed eIsewhere in 
this I al rule. Because the a ency is 
including this definition in ii e :final 
rule, it is redesignating proposed 
g 101.62(e), a provision that addresses 
misbranding, as § 101.62(f) in-the final 
rule. 

FDA recognizes that the definitions of 
“lean” and “extra lean” for meat items 
allow this claim to be used when 
cholesterol levels exceed FDA’s 
disclosure levels for this nutrient in the 
food (i.e., 60 mg), The agen 
considered whether to prohi $ it these 
claims on FDA-regulated meat products 
tbat contain greater than 60 mg 
cholesterol. However, the agencv 
concluded that it would be of b&refit to 
consumers to permit the claim on meat 
products that have a cholesterol content 
exceeding the disclosure level because 
the claims identify foods relative to 
other foods in this broad food class that 
contain lower amounts of fat and 
saturated fat. Thus, use of these claims 
would assist consumers in selecting 
such foods in constructing a total diet. 
Furthermore. when the cholesterol level 
in the food exceeds FDA’s disclosure 

s level, 5 101.13(h) re uires a disclosu~ 
statement referring al e consumer to the 
nutrition information panel for 
additional information about cholesterol 
content. 

3. “High” and “source” 
Section 3lb)(l)(A)(iii)(VI) of the 1990 

amendments requires that the agency 
define the term %igh.” Section 
403(r)(2)(A)(v) of the act states that 
foods bearing a “high” claim for fiber 
either must be “low” in fat., or their 
labeling must disclose the level of total 
fat in the food fn lamsdiate proximity 
to the claim with appropriate 
prominence. In the general principles 
proposal (56 FR 69443), the agency 
proposed definitions for “high” and for 
“source,” terms that may be used to 
emphasize the presence of a nutrient. 

The agency proposed in f 101.54(a) to 
exclude total carbohydrate and 
unsaturated fatty acids from coverage 
under the proposed definition for 
“high” and “source.” The agency 
explained that a nutrient content claim 
for these nutrients would be misleading. 

The agency proposed in S 101,54(b)( 1) 
that the terms “high,” “rich in,” or 
“major source of’ may be used to 
describe the level of a nutrient in a food 

,(except meal-type products) when a 
serving of the food contains 20 percent 
or more of the proposed RDI or the 
proposed DRV for that nutrient. The 
agency also pmposed in 5 101.54(c)(l) 
that the terms “source,” “good source 
of,‘! or “important source of’ may be 
used to describe a food when a serving 
of the food contains 10 to 19 percent of 
the proposed RDI or the proposed DRV. 

The agency also proposed in 
5 101.54(d) that if a nutrient content 
claim is made with respect to the level 
of dietary fiber, that is, that the product 
is “high” in fiber, a “sour& of fiber, or 
that the food contains “more” fiber, and 
the food is not low in total fat as defined 
in proposed f 101.62(b)(2), then the 
label must disclose the level of total fat 
per labeled serving in immediate 
proximity to the claim and preceding 
the referral statement required in 
!j 101.13. 

The agency requested comments 
concerning its approach of limiting the 
number of descriptors that emphasize 
the presence of a nutrient to two levels. 
Ths agency explained that it took this 
approach to assist consumer 
understanding of, and confidence in, 
nutrient content claims. The agency also 
requested comments on whether an 
additional term describing an upper 
level amount of a nutrient (such as 
“very high”) is necessary and 
appropriate. The agency also requested 
comments on the use of synonyms for 
terms like “high” and “source” and on 
consumer understanding of the terms 
proposed as synonyms for “high” and 
“source.” 

0. Synonyms 
146. A few comments agreed that 

“rich in” and “major source of” are 
appropriate synonyms for “high.” 
However, many comments disagreed 
with the proposed synonyms. Many of 
the latter comments stated that the 
agency should not @low use of any 
synonyms because the .use of synonyms 
will be very co&sin to consumers and 
could easily mislead !il em. A few 
comments request8d the additional 
synonym “excellent source of’ for 
“high.” 

Oth8r comments agreed that “good 
source of’ and “important source of’ 
are appropriate synonyms for “source.” 
However, many comments disagreed 
with the proposed synonyms. A few 
comments requested the use of 
additional synonyms for “source” such 
as: “meaningful source,” “significant 
source, ” “provides,” and “fortified 
with.” Some stated that the term 
“provides” informs consumers that the 
food supplies the nutrient in question 
and has been in common use on food 
labels for years further assuring 
consumer familiarity with it. Some 
stated that the term “fortified with” has 
also been used on food labels for years, 
and is easily understood by consumers. 

The ag8ncy notes that s8ction 
3(b)(l)(A)(ix) ofthe 1960 amendments 
provides that. in defining terms used for 
nutrient content ctalms, the agency may 
include similar terms that are 
commonly understood to have the same 
meaning as defined terms. Thus, the 
1990 amendments clearly give the 
agency the authority to allow for 
synonyms. Moreover, section 

,403(r)(4)(A)(ii) of the act authorizes any 
person to petition the Secretary (and 
FDA, by delegation) for permission to 
use terms consistent with those defined 
by the agency under section 
403(r)(2)(A)(i). Therefore, it is clear that 
the act contemplates that synonyms can 
be used. Further, the agency still 
believes, as stated in the general 
principles proposal (56 FR 60421 at 
60444), that certain synonyms should be 
allowed in order to provide some 
flexibility in the use of defined terms. 

The agency has, however, 
reconsidered the proposed synonyms 
for “high” and has revised some of them 
in this final rule to include terms that 
it believes would be more readily 
understood by consumers, and that 
convey the qualitative aspects of “good 
source” and “high.” FDA recognizes 
that the synonyms it is providing for 
involve judgment on its part, and that 
individuals may have different views on 
appropriate synonyms. Nonetheless, 
FDA believes that a limited number of 
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synonyms will provide flexibility fox 
food manu.fachuers in making claims 
and has endeavored to exercise 
reasonable judgment in providing for 
some synonyms while avoiding granting 
so many synonyms a8 to promote 
consumer confusion about their 
meaning. 

Thus, in S 101,54(b), FDA is retaining 
“rich in” and adding “excellent source’* 
as synonyms for “high.” The agency is 
also providing for the use of “contains” 
and “provides” as synonyms for ‘I ood 
source” in 5 101.54(c). FDA has de eted ‘i 
the reposed synonyms “major source 
of’ or “high,” and “important sour03 P 
of,” for “good source.” FDA notes that 
the terms it has added to the final rule, 
“excellent source,” “contains,” and 
“provides” are terms that have been 
used in the ast and thus consumers 
will be fami ‘ar with them. E 
b. Definitions 

147. Several comments agreed with 
the agency’s reposed definition of 
“high” and tl e rationale upon which it 
was based, while other comments 
disagreed with the proposed definition’ 
A few of the comments argued that 20 
percent of the RDI or DRV is too high 
and would lead to little oonsumer 
benefit because few foods would be 
eligible to bear a “high” claim. One 
comment suggested lowering the 
eligibility level to 15 perceut of the RDI 
or DRV so that more products would 
meet the definition without unnecessery 

s”&e&E-$iEkgnizes *at many 
foods will not be able to meet the 
definition for “high”’ However, the 
agency is not persuaded by comments 
suggesting that it lower the eligibility 
level in the definition of “high” for this 
reason. The agency tentatively 
concluded in the proposal, and 
continues to believe, that a criterion of 
20 percent or more of the RDI or DRV 
provides an appropriate basis for upper- 
level nutrient content claims. 

Furthermore, the agency does not 
agree with comments that few foods 
would be eligible to bear “high” claims. 
In arriving at a definition for “high,” 
FDA used its food composition date 
base to examine the types of foods that 
contain nutrients at levels that meet 01 
surpass 20 percent of the proposed 
reference value per serving (Ref. 35). F’or 
the majority of the 17 nutrients 
considered, at least 10 percent of tbe 
foods in the data base contained 20 
percent or more of the proposed RDI or 
DRV. For these nutrients there was at 
least one and often more than one food 
category that contained a substantial 
number of foods containing 20 percent 
or rrore of the RDI or DRV. Those 

nutrients for which fewer than 10 
percent of the foods in the data base 
contain 20 percent or more of the RDI 
or DRV were calcium’ magnesium, 
copper, manganese, potassium’ 
pantothenic acid, and vitamin A. 
However, even with these nutrients 
(with the exception of potaaaium), there 
were a substantial number of foods in at 
least one food category that would 
qualify for ‘high“ claims if the 
pm osed de&&ion were used. 

& us. the aeencv concludes that the 
20 per&t e&ibilky level will permit a 
sufficient number of food items to hear 
a “high” claim to allow consumers to 
use the claim in selectin a varied diet, 
and that this level provi 2x s an 
appropriate basis for upper-level 
nutrient content claims and can readily 
be used by consumers to implement 
current dietary guidelines. Therefore, 
FDA is retaining the 20 percent 
eligibility level in the definition of 
“high.” 

148. Several comments suggested 
lowering the eligibility level of “high” 
and “source” for dietary fiber claims. 
They argued that the reposed levels are 
too restrictive given tfi at fiber is not 
ubiquitous in foods, and that it would 
preclude some good so-s of dietary 
fiber, such as fruits, vegetables and 
whole grain breads, from bearing a 
“high fiber” claim. Suggested levels 
were as follows: “high” as 3 g and 
“source” as 1 g per serving; “high” as 
more than 4 g and “source” as 2 to 4 g 
per serving; and “high” as 4 to a g and 
“very high” as greater than 8 g per 
serving. 

The agency has reviewed the 
comments and is not persuaded to lower 
the eligibility levels for “high” or 
“source” claims for dietary fiber. The 
agency agrees that fiber is not 
ubiquitous in foods. However, FDA 
notes that there are some fruits and 
vegetables that do qualify for “‘high,” 
and considerably more that qualify for 
“source,” claims for fiber under the 
proposed definitions. Based upon 
nutrient values for the 20 most 
commonly consumed raw fruits and raw 
vegetables (56 FR 60880. November 27, 
1991, and corrected at 57 FR am, 
March 6,1992), at least 25 percent of the 
products listed would be able to meet 
the proposed definition for “source.” 
Furthermore, the agency believes that it 
is important to maintain consistsncy in 
defining terms for all nutrients and food 
components. Therefore, FDA is making 
no change in response to these 
comments. 

149. A few comments requested that 
FDA define “high” and “source” for 
soluble and insoluble fiber. The 
comments stated that the Expert Panel 

on Dietery Fiber for the Federation of 
American Societies of Rxperimental 
Biology (FASRR) estimates that the 
dietary fiber in the currfmt diet is 
comprised of approximately 70 to 75 
percent insoluble fiber and 25 to 30 
percent soluble fiber, and that some 
individuals are seeking products with 
higher levels of the specific fiber 
components. 

The a 
dietary 

ency has established a DRV for 
f: her but not one for insoluble or 

soluble fiber because no quantitative 
guidelines for daily intakes of soluble 
and insoluble fiber corn nents have 
been established. There p” ore, the agency 
has no basison which to define “high” 
for insoluble and soluble fiber and has 
not made the suggested change. 

150. One comment sunnested that 
“high” and “source” claGs for protein 
should be based on protein quality as 
well as level because such claims may 
be misleading if a food contains ,a lower 
quality protein. The comment suggested 
as a second criterion that a ‘high” in 
protein claim be allowed only for foods 
with a protein digestibility-corm&d 
amino acid score (PDCAAS) greater than 
or equal to 40, and thet for a “source” 
of protein claim, the food must have a 
PDCAAS of greater than or equal to 20. 

The agency notes that f 101.9(cMl)(i), 
proposed as f lOl’Q[c)(8)(i), provides 
that the percent DRV for protein must 
represent the corrected amount of 
protein based on its PDCAAS. Thus, the 
agency has already factored in the 
PDCAAS (see the discussion of protein 
quality in the Mandatory Nutrition 
Labeling proposal). Therefore, the 
agency believes that adding a second 
criterion based on the PDtXAS for 
“high” and “good source” in protein 
claims is not necessary. To determine 
whether a product qualifies for a claim 
as “high” in, or as “good source” of, 
protein, manufacturers must use the 
percent DRV for protein in a food that 
represents the corrected amount of 
protein based on its PDCAAS. 

151. Some of tbe comments 
recommended defining the term “very 
high” to provide for use of this claim 
when a food contains 30 percent or 
more of the RDI or DRV per serving, so 
that consumers can distinguish between 
foods with “high” levels of nutrienta 
and those with significantly more. Some 
comments recommended that the 
agency permit the term “principal 
source” a8 a synonym for “very high”’ 
However, a few comments agreed with 
the agency’s position that the term “very 
high” should not be defined because 
allowing such a term could discourage 
consumption of a wide variety of foods 
in favor of fewer highly fortified foods 
and supplements. Other comments 



proposed a three+ or fom- level eyatem 
for claims that emphaeize the presence 
of a nutrient. One suggested a three 
level system is as follows: *‘saurc8 oP’ 
as IO to 19 percent; “good eource of’ as 
20 to 49 percent; and ‘r6xcelkknt source 
of’ as 50 percent or more. A suggested 
four-level system is as f&2ws: “‘source 
of’ as 10 to 19 prlxnt; “‘good source of’ 
as 20 to 34 percent: “very good source 
of’ as 35 to 49 percent; and “excahent 
source of’ as 50 percent or more. 

The agency has reviewed these 
comments and is not persuaded that it 
should define terms that correspond to 
levels of a nutrient that normelly do not 
occur naturally in foods, e.g., “very 
high.” In the general principles proposal 
(56 FR 60421&60443),theggenq 
stated that defining a term such as “very 
high” could discourage adherence to 
current dietary guidehnes such as those 
stated in “Nutrition and Your Health: 
Dietary Guidelines for Americans” (Ref. 
71. which emphasize the need to select 
a diet from a wide variety of foods and 
to obtain specific nutrients from a 
variety of foods rather than from a few 
highly fortified foods or supplements. 
The comments provided no infurmation 
to cause the agency to change its 
position. 

152. A majority of comments agreed 
with the agency’s proposed definition 
for “source,” while a few comments 
disagreed. Generally, the latter 
comments contended that the agency 
should not define “source” becaure 
consumers cannot reasonably be 
expected to distinguish between foods 
that are “high” in a nutrient as opposed 
to foods that are simply a “source” of 
a nutrient. 

The agency agrees that consumers 
may not be able to understand the 
distinction between the meanings of 
“high” and “source.” For example, the 
term “high” has a quantitative 
connotation, while the term %ourcd 
merely connotes that a nutrient is 
present but does not signify the quantity 
present. Therefore, the term “source” 
alone does not enable the consumer to 
conclude that the level of nutrient 
present is less than ‘high,” However, 
the agency believes that the term “good 
source” conveys the appropriate 
information for a midlevel content 
claim, i.e., that a dietarily significant 
level of the nutrient is present, but that 
the level present is not excsptiad with 
respect to levels naturally found in 
foods. Therefore, the agency is revisjng 
in § 101.54 theprimaryterm for 
midrange nutrient content claims from 
“source” to “good source.” 

Thus, FDA concludea that adopting a 
two-level approach to cb&ne that 
emphasize the presence of a nutrient 

baaed upoa “good txmrd (as a 
rephmement far “source*‘) and *‘high” as 
the representative terms wilt provtde 
meaningful information to consumers 
consistent with the intent of t&e 
proposed definitions. 

FDA is, however, m&a change in 
5 101.54. In 
FBA r&km i 

“posed Q$uL34@(3?* 
to fj 291.36, m w&h the 

agency proposed to eet forth the 
requirements for nutrition labeling of 
dietary supplements. In’ October of 
1992, the Dietary Supplement Act of 
1992 was enacted, which impoeee a 
moratorium.on implementation of the 
1990 amendments. In response to this 
moratorium, FDA is not adopting 
5 101.36 at this time. Therefore, FDA 
has deleted the reference to f 101.36 
from 5 101.54(a)(3). FDA intends to 
revisit this issue in accordance with the 
provisions of the Dietary supplement 
Act of 1992. 

153. One comment stated that for 
fresh fruits and vegetables. the 
eligibility level for “source” should be 
5 percent of the REM for a nutrient 
because several nutrients occur 
naturally in fruits and vegetables at 
levels below 10 percent of the RDI. 

The agency is not persuaded that the 
criteria for a mid*rw nutrient content 
claim should include a iower eligibility 
level for fresh fruits and vegetables. As 
stated,in the general principb~ proposal 
(56 FR 60421 al 69444), the agency has 
long held that a food is not a significant 
source of a nutrient unless that nutrient 
is present in the food at a level equal to 
or in excess of 10 percent of the U.S. 
RDA in a serving. The agency is 
unaware of any evidence suggesting that 
this policy should be changed, and none 
was presented in any comments to the 
proposal. Therefore, the agency is not 
including a lower eligibility level in the 
definition of “source” far fresh fr@ts 
and vegetab!es. 

154. Some comments disagreed with 
the agency’s exclusion of total 
carbohydrates from coverage under the 
proposed definitions for “high” and 
“source.” The comments etated that 
“high” and “source” should be defined 
for complex carbohydrates because 
health authorities recommend that 
consumers increase the amount of 
complex carbohydrates In their diets. 

->The agency does not agree that it 
should define “high” and “good source” 
for complex carbohydrates. -The agency 
has concluded that it is unable to define 
“complex carbohydrates,” as discussed 
in the final rule on mandatory nutrition 
labeling published elsewhere in this 
issue of the Pedaral RegWer. Therefore, 
there is no basis for nutrient content 
claims about this nutrient. 

fS!LtTkm -t ad 
estabU&kg defi*ona for “eoume” for 
po@tmeatnrated fatty &de and 
monounsetursted f&y s&s because 
health autbotities recommend 
increaeing the inn&e of unsaturated fat 
while decreas&rg the intake of saturated 
fat, ’ - 

Because the egency has determined 
thet a IIRV for llnw~ted fit 
(induding polgruneaturated and 
monouneatQrf&rd f&v a&irk1 i* 
potent&My r&eleedsag, ae t&&am& in 
the RUIP4 ami DRV’s final rule, 
published elsewhere in this isaua of the 
Peder8? lbgiefer, the agen 

34 
concludes 

that them fa no basis for d Ring “high” 
and “gnod source” fnr wnsaturated fat. 

156. A few comments opposed 
proposrsct 5 ‘B‘01.64(d) tbst wquir8s that 
unless s food meets the d&r&ion for 
“10~ fat’* (3 g or less Fat per serMng and 
per 100 g), a “h&b fiber,” “source of 
fiber.” or “more fiber” claim muet be 
accompanied by a declaration of the 
amount of total fat per serving In 
immediate prtndmitg to tba claim and 
preced&g the referral statement. These 
comments etated &8t &is provision 
targets only f&t as an unheaIthy nutrient, 
and therefore it is discriminatory and 
anti-cninpe@ive. 

The focus &n fat in conjunction with 
fiber claims derives from tha statute 
itself. Ae stated above, section 
493(r)(ZI(A)(v) of the act <protides that a 
claim may not state that a food is high 
in fiber unke the food is low in total 
fat, or the label discloses the level of 
total fat in the food. Thus, S 191.64fd) is 
required by the statute, and the agency 
is retaining this requirement B the fkial 
rule. Moreover, it is consistent witbtbe 
statute’s focns on fat in conjunction 
with fiber claims to require a similar fat 
disclosure when a “good tkurce” or 
“more” claim for fiber is made. 
c. dative claims 

Sections 3(b)(l)(A)(iii](fR), 
(b)(l)(AWW), and EbWA)(iii)(VI of 
the 1990 amendments require that the 
agency define the terms “light“ or “lite” 
(referred to collectively in this 
document as ‘*‘tight’*), “reduced,‘” end 
“less,” unless the agency finds that the 
use of any of these terms would be 
misleading under section 493(a) of the 
act. These terms are used for corn 
the amount of nutrient in one foo 

aring 
B with 

the amount of the same nutrient in 
another food or class of foods. The 
comparisons are called “reiative 
claims.” In the general principles 
proposal, the agency proposed 1 
definitions fur “light,” “reduced,” and 
‘%ss,*’ as w&l aa the terms “fewer” and 
“more.“’ En addition. the agency 
proposed’in 9101.13(j), requirementr 



t 

food for the various types of relative 
claims; (2) the information ahout the 
foods heigg oompared that luuet 
“company the claim; and (3) the 
miniqwtb ahsolpte amount *of a nutrient 
by w&h the food must differ from the 
mfemnce food in order to make a 
relative claim. 

The definitions for relative claims 
proposed .in the general principles 
pro 

s 
osal.placed. “less” (or “fewer”), 

“re uced,” and “light” on a cont&nuum 
uda 

s 
two criteria, bothof which a food 

wou d have to meet to bear a spt&fic 
relative claim. First, the 

oaf have requiredthat a f 
reposal would 
be reduwd in 

the partiotdar nutrient by a specific 
minimum percentage, ~dependtng on the 
claim. Secondly, it would heve required 
that the level of a nutrient in the food 
be reduced bv a minimum absolute 

* amount (e.g.,‘3 g fat). The agency 
beheved that such a regulatory sdheme 
would limit consumer confusian with 

comparisons betveen two &rot&r could 
be madeusing r&ative~tEia age%y 
propcMe#hsee Qpes o&&&We f-s 
(56 RR69421 at,68445), These reference 
foods were:.(t) k compo&e vahre of all 
foods of&n !$axne&~‘~ to as an 
industry++ norm 
§ 101 13(j)(iMi)), wh 
a basis of comparison for all relative 
claims: (2) a manufactures’s regular 
product (3 101 13(j)(l)@)) which could 
be used for “reduced.” “less,? and 
“more” ch&ns; and (3) a food or class 
of foods whose compasition is reported 
in a current valid data base f ro sad 
0 101 13(j)(l)(iii)) for use wi dip” “ ess” 
and “more” claims. 

However, the agency acknowledged 
that it is possible that because of the 
natural vagaries of the language (56 FR 
60421 at 60458) the terms ?educed” 
and “less” (or “fewer”) may have no 
mnately understood differences. 
Consequently, the agency aclcnowle~dged 
that any proposed regulatory-distinction 
between the two terms may-still be 
misleading, Therefore, the agency 
discussed the possibility, as an 
alternative approach, of providing the 
same definition for “reduced” and 
“less” and requiring information 
describing exactly how the foods differ 
to accompany the claim. Under this 
scheme, the percent that the nutrient in 
the labeled food%differed from the 
reference food, a comparison of the 
actual amounts of nutrient in the 

’ the identity of the reference food would 
labeled food and the reference food, and 

I 

haq l?emMml 
tit0 PI%? of: the 
not) however, 
foods w&d be approprtate as the basis 

a 

agency held in January of 2992, it was 
never published in the F&WI Register 
and thus must be considered a draft. 
However, the agency has fully 
considered comments it received on the 
alternative approach in arriving at this 
final rule. 
1 “Reduced” and “less” (or “fewer”) 
a Gene& pmvisions 

Relative claims have traditionally 
been defined by the agency using a 
minimum peeentage reduction. Under 
existing regulations. to make a “reduced 
sodium” claim or a “reduced calorie” 
claim, for example, the food must be 
reduced by 25 percent in sodium 
(I iOl.l3(a)(4)) or 33 113 percent in 
caloriw (3 105.66(d)). Moreover. in 
earlier documents on cholesterol claims, 
the agentry pro 
chalmeml”~: r 

sed to require that 
43cm#wmfl by EiJaercerlt 

for a food to m#lce a reduced c&m (51 
FR 42524, November 25,1966; 55 FR 
29456‘ July 19.1996). The minimum 
percentagereduction hasbeen used by 
the agrtscy>to ensure that the level of the 
nutrient that is the subject of a claim in 
a food that bears a claim has been 
decreased by a significant amount 
compared to the reference food. 

In the general .principles proposal 
FDA proposed that for a food to bear the 
term “reduced,” it must contain at least 
one-third fewer calorfes or 50 percent 
less fat, saturated fat, cholesterol, or 
sodium than the reference food. To bear 
the term “less” (or “fewer”) the egency 
proposed that a food must contain at 
least 25 percent less of the nutrient than 
the reference food. 

However, the agency was concerned 
about misleading relative claims that 
highlight a decrease in the amount of a 
nutrient on products that normally 
contain only a small amount of that 
nutrient. For example, if such claims 
were allowed on the basis of a 
percentage reduction only, a food 
containihg 50 calories per serving could 
be reformulated to contain 33 calories (a 
one-third reduction) and thereby qualify 
to make a “fewer” claim. The agency 
was concerned that such claims would 
be misleading because the difference in 
the amount of the nutrient would be 
insignificant with respect to the total 
daily diet. 

To ensure &at &$zne .Esr products 
hwing ~relathf&ly small ernounts of 
nutrient not bear a claim unless the 
difference in the amount of nutrient was 
s@ificant relative to the total daily 

that the W&num reduotiorr net~sary 
for the food to bear a relative clsim be 
equal to the value of “low” for that 
nutrient, Le.. a reduction of at least 40 
caJoriea, 240 mg of sodium, 3 g fat, 1 g 
saturated fat. or 20 mg cholesterol. 
Cons 
the de 3 

uently, the agency proposed that 
nitions for “reduced” and “less” 

claEms be based on both a minimum 
percentage difference and a minimum 
absolute Difference in the amount of the 
nutrient. 

In the general principles proRosa.) (56 
FR69421 at 60456), as discussed above, 
FDA also requested comment on an 
alternative approach under which 
“reduced” and “less” (or “fewer”) 
would have the same definition; and 
there would be a numertc disclosure of 
the actual amount and the percenta 
that nutrient in the labeled food di fir red 
from the referenoe food Under this 
approach,,there would not be a &n&e, 
acmss+e-ho& minGmnt~ pereefft 
m&&m required to support, the claim, 
but an chthned reduction or difference 
in the eve1 of,a nutrient would have to T 
be targe enough ta be nnttitiona3ly 
significant. 

157. Many comments said that there 
was an insufficient distinction between 
the terms “1ess”~and “reduced” to 
warrant separate definitions for these 
terms, and that use of the two terms was 
confusing. They suggested that 
“reduced” not be defined. Other 
comments suggested that “less” (or 
“fewer”) was the redundant term and 
should not be defined. However, many 
more comments stated that “reduced” 
and “less” should have the seme 
definition. These comments said that 
the distinction made by FDA is artificial 
and confusing, and that consumers do 
not understand there to be any real 
distinction betwwn the two terms. 
Many comments said that declaration of 
the extent of the reduction is more 
meaningful than the descriptive term 
used because it provides more 
information about the nutrient content 
of the product. Some stated that 
separate definitions would make it more 
difficult for manufacturers to meet 
consumer demand for modified 
products that comply with defined 
terms. 

The agency has reviewed these 
comments and is persuaded that the 
terms “less” and “red, .ed” may not 



have two diatkct nuMtiaD meankgs to 

~~~~~~~~~*e 
teImskvBretuhaw.twa#~ 
nMtion definftkms. ‘Elrs vcy 
considered e&inating one or&e other 
oftheset~e8raaezDBtSodo*so. 
Bothoft&se&rmsers#$t&fnsactkm 
3(-b)(~~J@)[iiifofditll6m%mendmeats. 
While FDA a&l have decided not to 
define one of the terma listed in that 
sectionifitfoundthattbauseofthe 
term would he mislea&g~ the 
has no tnformatitm on which to %! 7 
such a conclusion for either Ye&’ or 
“reduced.” 

The current use aFboth “m&ced” 
and “less” sugg&a that bath terms have 
aplsw,inthenrarltetTbetermsare 
commonly understood tobaw different 
meanings. “Rf&uzed” appks to n 
chamct&sticJanen&ythathasbeen 
altered with the resulting entity 
differing from the orQL& by on$ that 
alteration, while %s# encumpesses 
“reduced” end can alao appl to a 
di~ceinach%r%ctesistic twepn ie 
twodistiMmtitiearjffet25). 
Acco~.u?l&scusMdicaeiail 
below, thewcy is-new 
SS161.66@&4J, UBl.6%&~6]. 
101.62(b)(4), (cgf4a andfd~41,by 
providing the same detlnftion for the 
terms “l6tstF (or “fed k the case of 
calories1 and “reduced,” @ee comments 
156 thmugh 160 of this d-d). It 3s 
also deleting the separate definition for 
“less” [or “fewer”) In 
§§10L66tb~~5), 101 
101.62(b)(5), (c)(4), and (d)(5). Instead of 
distinct de&n- kr each afthe two 
terms, the agene wili mly on the 
information that accompanies the claim 
to infam con%mFmrn d the ievels of 
reduction of a nut&nt achieved b,y the 
labeled food. However, a6 is diucnssed 
in greater detail in comment 204 o,f this 
document, the agencybe&ws that 
because of their dif%re& commonly 
understd mekings, the two terms 
may not always be used 
interchangeably. 

158. There was only limited support 
for the definitions proposed for 
“reduced” and “less,” which would 
have required a minimum percentage 
reduction and a minimum absolute 
-eduction for a product to bear Such a 
claim. 

Generally, the comments expressed 
concern that the two part definition, 
particularly because of the minimum 
absolute reduction, was too strict. Many 
comments opposing the minimum 
absolute reduction uimment 
wquested that it be de Ye ted in the final 
ntla. These comments seid that such a 
wqdlrernent discriminated against 
products with small serving sizes. They 

c&d shntions fn which the mod&d 
prod- mkght cm%tk~s&tan&Uy less 
of a m&rient, on a percentage basis, 
comperedastbereEersacefk&but 
where th&b&d f&od &I got c&&n 
%a %motmt of the mu~e.nt-~uf8cfent for 
thebdtr,be bytbamum 
%bs&te enl~S. fone comment g%w%s 
an rrxampfe, a serving of suur cream. that 
contains 60 c&~ries. A one-third 
reduction is 20 cakies, which is only 
one-half of the a calorbs proposed as 
the Ininimum calorie reduction 
necessary in order to make a claim.) The 
comments stated that although 
diffemnces in the absokte amount of a 
nutrient in such @&ucts mfght be 
small, the nutrftkmal be&its derived 
from sewrftl servings et simikrly 
modified foods over a day could have a 
s%gniEcaat impact on the level ofthe 
particular nutfient in the total &at.. 

Comments suggested a wide variety of 
alternative definitions, including 
various minimum percentage 
reductiods, some with minimum 
absolute reductions and o&m without. 
Several comments that supported a 
d&&ion based solely on a minfmum 
perc@ntagemduction stated that such a 
criterion is necessary to ens- that 
cleins 81’8 m%dft only fez nut&eYtt 
mductions that %re nutritionrJly 
signifieent, especially fbr those foods 
contatnbg large amounts of a nutrient. 
They g&w as examples saity soups 
having t ,Oa, mg of sodium and candy 
bars with 300 calories. 

Only a few comments preferrad a 
minimum &solute reductioff over a 
percentage reduction as a s&e criterkn. 
However, most of those corntier& 
voiced little reason for their prekence. 
Of those commenting, a very few stated 
that without the proposed minimum 
reduction rtx@rements, clafms might be 
permitted on products where only wry 
small reductions were made. They said 
that if the products were already very 
low in, or free of, the nutrient, such 
claims wouId be misleading, 

A few comments sueqested that a pu 
minimum absolute reduction other than 
the proposed values based on the 
definition for “low” should be used to 
control claims made for very small 
nutrient reductions, e.g., 26 or 30 
calories, instead of the proposed 40 
calories; 1.5 or 2 g fat instead of 3 g fat; 
0.5 g saturated fat instead of 1 g; 35 or 
100 mg sodium instead of 140 mg; and 
10 or 15 mg cholesterol instead of 20 
mg. 

Some comments suggested that there 
should be no single, across-the-board 
minimum percentage cfifference or 
minimum absolute reduction, but that 
there should be a general requirement 
that the nutrient reduction be large 

minim@ per@ntege redktion of a 
nutrient in a fc& and .a tiinimum 
ab$&te tedtfctfti were nadesseiy in 
order to ensure that meaningfix 
reductions in the amount of nutrient in 
a food would occur, and thereby 
increase the IikeIfhod &at- aelectfon of 
nutritionally reduced Foods would have 
a pe&iw effect on an individutiPs 
over& cfietary inttrke of the nuti-knt. 
The agency be&ved that a m&mum 
absolute reduction was necessary to 
ensure *t x-dat~w cfafme were 
significent and w&d tit be made on 
productskt,&.houghtheykdr~~ 
percentrtge redm&t, Imd’b@ 
insign@&u+ ,ck@g& fn t&P a*otmt of 
nutri&t. ‘Sue) r&k&ions could occUr if 
rid&e claims were based My od a 
minfmum F-b redttctkm in 
prodU&ts that norm&y contafn onfy a 
smal emcnmt of the nutrient. On the 
other ha& the agency wall r&o 
concernad that pmducts co&thing 
large amounts of a nutrient not haw 
insignificant reductions corn@ to the 
amount of nutrient in the food &d its 
overall contribution of the nutrient to 
the total diet. 

The comments have convinced the 
agency that a definition using both 
criteria is too resirictfve and will 
prohibit claims on a number of products 
that are useful in constructis 
consistent with dietary guide & 

diets 
ines. 

However, the agency is not convinced, 
nor have the comments supported with 
data or other information, thkt having 
no minimum criteria will provide 
suffidant assurance that reductions in 
the kwel of a nutrient will be sufficient 
to prohibit misleading claims by 
assuring that only foods with 
nutriff onally si 
bear a “reduce d 

ificant reductions may 
” or “less” claim. 

Without such criteria, it would be 
difficult to ensure that nutrient 
reductions in a product were large 
enough to be significant in the case of 
products with a small amount of a 
nutrfent or tdficient relative to the 
food’s contrktion of the nutrient to the 
tdtal diet for products with a large 
amount of a nutrient. 



IO addition, the agency does not alpee 
with the estion that additional 
labeling c8n -%I used to counteract a 
misleading claim that is used to 
represent a truIy hsigni5amt reduction 
in the level of a nutrient. Stating the 
absolute amount of difference, 85 
recommended’ by the comment, would 
suggest thet the product had undergone 
nutritionally significant reductions 
when it had not. 

Therefore, FDA conclude5 that it is 
necessary to establish qed5c 
requirements to define when the 
difference in the level of a nutrient is 
large enough that cl8im5 about the 
difference are not mi5188ding,.and the 
terms “less” and “reduced” may be 
used. 

The agency believe5 that of the 
options suggested in the comments, 
either a percentage reduction or a 
minimum absolute reduction offers the 
greatest assrkance that the reductions 
achieved will be nutritionally 
significant. 

The agency has evaluated both types 
of criteria. If an absolute minimum 
reduction were used 85 the sole 
criterion, there would always be a 
nutrition&l significant chaa in the 
amount of ix 8 nutrient for all zr” oods 
bearing the terms “reduced” or “less,” 
However, the Bgirncy dso consider& 
the argument that wasstz&rgly made in 
the comment5 that a minimum absolute 
reduction for relative claims may 
unfairly discriminate ag8inst rodudts 
with small serving sizes. UJ F ermofle, 
the agency is persuaded b the 
comments that smaller re K uctions, in 
nutrient-dense foods traditionally used 
in small amounts for example, 20 
calories in sour cream rather than 40 
calories, may be benefidal to consumer5 
and will not be misleading if change5 in 
absolute amounts are de&red. 
Although the agency remains convinced 
that only claim5 about significant 
changes in a product should be 
authorized, it acknowledges that for 
products with small servings, nutrient 
reductions that do not meet the 
proposed absolute minimum reduction 
requirements can be signi5cant in the 
context of a daily diet, 

Many foods with small serving sizes, 
crac&ers for example, may be consumed 
several times throughout the day. Thus, 
the agency agrees that the small absolute 
reductions that occur with consumption 
of each serving of such food5 may have 
a significant cumulative effect on the 
amount of a nutrient consumed over the 

gaZt$ %..~5?Zt%~Z&ZZands 
changes could assist consumers in 
making useful changes in their diet. 

However, if only a minimum absolute 
reduction is requimd in order for a 
product to bear a “reduced” or “less” 
claim, products with larger serving sizes 
that contain large amounts of a nutrient 
could still contain a large amount of the 
nutrient after reduction. 

al th# othr baud, w&h 8 m~n~nmln 
pementage reduction requirement, more 
products eontainin small amount5 of a 
nutrient would qu rffl * 

P 
to make 

“reduced” or “less” G aims based on 
smaller absolute reductions in the 
amount of a nutrient than would be 
permitted under the requirements of the 
proposal. Such a criterion would also 
require larger, more nutrftionally 
significant change5 on products 
containing large amount5 of the 
nutrient. 

The agency has carefully weighed the 
concerns 

“g 
Fessed by the comments. 

The agency elieves that the terms 
“less” and “reduced” should be used 
only when a nutritionally signffkxtnt 
reduction in the level of the nutrient has 
been reached so es not to mislead 
consumers into believing that 8 product 
would provide nutritionally si 

tr 
i&ant 

reduction in the level of a nu ent when 
it would not. 

The agency has determined that it is 
most appropriate to require a minimum 
percentage reduction’mther then a 
minimum absolute wdtion in order 
for a product to bear a “reduced” or 
“less” claim for the following reasons. 
First, the use of a minimum percentage 
reduction instead of a minimum 
absolute reduction is compellingly 
supported by comments and generally 
consistent with the 8gency’s 
approach. Secondly, it will a! 

reposed 
ow more 

foods with smaller reductions in a 
nutrient to make a “reduced” or “less” 
claim. By eliminating the minimum 
absolute amount that a nutrient must be 
reduced for a product to bear a claim, 
the agency believes that manufacturers 
may have an additional incentive to 

K 
reduce modified product5 that are 
elpful in maintaining healthy dietary 

practices. Although these changes are 
smaller per product, they will 
cumulatively contribute overall to 
reduction in the amount of certain 
nutrients in the diet. Thirdly, this 
approach will assure nutritionally 
significant changes in products 
containing 1 e amounts of e nutrient. 

Therefore, % A conclude5 that it is 
appropriate to require e minimum 
percentage reduction in the level of a 
nutrient in order for a food to bear a 
relative claim. Accordingly, the agency 
is deleting from new g 101.13(j)(3) and 
from the regulation5 on claims for 
specific nutrients (55 lOl.sO(b)(4), 
lOlWb)(S), 101.62(b)(4). (c)(4). and 

(d)W), the mquirem8nt for an absolute 
reduction in the level of a nutrbmt in 
order for the food to bear a ckim. 

to 
159. Several comments suggested that 

revent relethefy smell qu8ntitative 
re B uctione from being tout&I a518rge. 
percentage reduotions, 85 an &&native 
toI a mfr$im* absohrti m&&ion. 
“reduced” and ‘less” claims not be 
permitted on products if the reference 
food qu8hfies for a “low” claim. 

The agency is concerned that for 
product5 in which the level of a 
particuhtrmutrient is very low, requiring 
only minimum percentage reductions 
would mean that very smell, 
nut&ion* insigoffk8nt char3 es 
could bemad+ inthe munmt o f the 
nutrient; aad the~produd would still 
qu8hfy to mak5 a *creduW ST “1e55” 
claim. It agrees that the suggested 
approach would provide gsumnce that 
the changes made to qualify for a 
“reduced” or “less” claim are not 50 
small 85 to not be nutritionally 
signi5c8nt. The 8gendy not85 that th8 
value for “low” is the level at or above 
which the amount of a nutrient becomes 
significant relative to the tot81 di8t. A 
differeneebfMwe8ntWafood~inia’a 
nutrient th8t $5 prk-tnt in both foods at 
a level that 45 less than th8t of 
nutritional signi5c8nce is not a 
signific;ent difference. Such difference5 
cannat be l2emaidmldwingftd 
dative to thff~ov8rfdl di& ht%Gw#~even 
the level of the nutrient in the mference 
food is so low th8t the impact of its 
consumption on total dietary.intake of 
the nutrient is minimal. 

Thus, the agenoy agree5 with the 
comments that contended that it would 
be misleading for products to make e 
relative claim if the nutrient is ptisent 
et 8 “low” level in the retkrence food. 
Consequently. the agency is prohibiting 
“reduced” and “less” claims that are 
based on a difference from e reference 
food that meets the requirement for a 
“low” claim with respect to the nutrient 
in question. The agency is revising new 
5 101.13(j)(3) to include this 
re uirement. 

h 8 agency believes that the overall 
approach described ‘above will provide 
the best balance between encouraging 
manufacturer5 to produce foods with 
signifkmt nutrient reductions by 
authorizing them to tell the public about 
the products’ attributes and protecting 
consumers from being misled by claims 
directing them to foods that are not 
meaningfully improved in nutrient 
content. 

160. Many comment5 discussed the 
percentage thet a food shouldbe 
reduced to bear a %duced” or “less” 
claim. They suggested a wide range of 
percentage reductions, from a 50 
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percent raduction for 9educed” or 
“less” for all nutrients (including 
calories1 to a 10 percent reduction for all 
nutrients. Some comments stated that 
FDA has historically, used e 10 percent 
reduction as the minimum amount 
required for nutritional significance, 
and, therefore, it was an appro riate 
basis for a “reduced” claim. Or % er 
comments said that small incremental 
nutrient changes such as 10 percent are 
beneficial to consumers and mpmsent 
modifications that are achievable. The 
comments argued that hannin label 
information about incrementa f changes 
is likely to hurt consumers and 
discourage innovation. 

Many other comments stated that a 25 
percent reduction was an appropriate 
minimum reduction requirement. These 
comments said that using this level 
would allow “reduced” and “less” to 
have the same definition as originally 
proposed for “less.” In addition., they 
said that a 25 percent reduction is a 
nutritionally significant reduction. 

One such comment said that there is 
a sound scientific foundation upon 
which to 

=? 
uire a minimum percentage 

reduction o 25 percent.,The comment 
included comparisons of target daily 
intakes to current intakes and 
concluded that a 25 percent reduction is 
fully consistent with the reduction in 
intake needed to achieve current 
national dietary goals for fat, saturated 
fat, and cholesterol. The comment also 
concluded that although these 
calculations suggested that a 40 
overall reduction insodium was 

percent 

necessary to reach dietary goals, a 25 
percent reduction was more practicable. 
This comment said that its conclusion 
was based on experience in marketing 
foods with reductions in sodium. It said 
that it had found that smaller 
incremental reductions were necessary 
to avoid consumer rejection of altered 
foods. The comment said that taste 
preferences will change as consumers 
adapt to lower salt levels, and that a 25 
percent incremental reduction at this 
time would ha a practical approach to 
the 40 percent reduction that is 
ultimately desired. 

Another comment stated that a 25 
percent threshold for claims was 
appropriate because it is supported by a 
variety of international governments 
and organizations, including Codex 
Alimentarius. 

A few comments said that e one-third 
minimum reduction in the level of a 

si nutrient was an appropriate criterion for 
a food to bear a “reduced” or “less” 
claim. They stated that a one-third 
reduction was a significant reduction, 
and that it is consistent with the 
percentage reduction required for 

“reduced calorie” claims (8 105.66). 
Other comments su ested that foods 
should be CP ermitt to bear a “reduced” 
or “less” P c aim only if there was e 50 
percent or greater reduction in e 
nutrient (including calories) than the 
reference food. They said that requiring 
this percentage reduction was important 
for consistency across the nutrients. 
Other comments said that e minimum 
percentage reduction of 50 percent was 
necessary to ensure that the reduction is 
truly nutritionally significant compared 
to the original food and is useful to 
consumers in following dietary 
guidelines. A very few comments 
suggested that the definition for 
“reduced sodium” and “reduced 
cholesterol” should be returried to the 
75 percent reductions previously 
established or 

The aeencv B 
reposed. 
oes not amw that it has 

established 8’ precedent &r using 10 
percent as a criterion for a minimum 
percent reduction in the level of a 
nutrient. Current agency regulations 
(3 101.9(c)(7)(v)) provide that a food is 
not a significant source of a nutrient 
unless the nutrient is present at a level 
that is 10 percent of the U.S. RDA, and 
that no claim may be made that a food 
is nutritionally superior to another 
unless it contains at least 10 percent 
more of the U.S. RDA of the claimed 
nutrient per serving than the other food. 
For “reduced” and “less” claims, on the 
other hand, the percentage is used as the 
basis for a direct comparison between 
the amount of the nutrient in each of the 
foods. Therefore, the agency concludes 
that this comment did not provide 
sufficient justification to permit 
“reduced” or “less” claims on products 
having only a 10 percent reduction. 

ln addition, in the final rule on 
sodium labeling (49 FR 15510 at 15521, 
April 18 1964), the agency stated that a 
10 percent reduction criterion for 
comparative claims was too low because 
of product variability. The agency said 
that because of expected statistical 
distribution of a nutrient (in that case 
sodium) in the food, there is a 
measurable probability that the sodium 
content of a sample of a product for 
which a lowered sodium content claim 
was made would actually exceed the 
sodium content of a sample of the 
unaltered product. Because it had been 
sqggested that such product variations 
may not be as common now as they 
were in 1964 because of manufacturers’ 
ability to more precisely control the 
amount of nutrient in a product, the - 
agency solicited comments on this, 
suggestion. However. comments 
provided no data to substantiate that 
improvements in food technology or 
other factors make it practicable for 

manufacturers to reliably e&eve a 10 
percent reduction. Thus, in the absence 
of data to support a cliff&rent finding, 
the agency concludes that, because of 
product variability, e 26 percent 
reduction is, the lowest level of 
reductiun that can be supported. 

The agency’s dwi&n to wquirs. a 25 
percent r&ction as the basis For a 
“reduced” or “less” cl&n is also based 
on the recognition, es outlined in the 
genera~lr;rin@&3s pro osal(56 FR 
60421 at 66453). that % 3 level will 
provide an incentive for manufacturers 
to reduce the level of the relevant 
nutrients in their food and et the same 
time has-the 
meaning&d cr 

tential to produce 
anges in overall nutrient fl 

intake for consumers. The comments 
provided significant support of these 
concIusions. 

While the agency agrees that large 
reductions (such as 33,50 or 75 percent) 
in the levels of certain nutrients present 
in a food may increasa the likelihood 
that these foods will decrease the 
nutrient intakes of individuals who 
select these foods, FDA cannot’ agree 
that these percentage reductions are the 
most appmpriate criteria on which to 
base “reduced” and “less.” The 
comments supporting levels higher than 
e 25 p-t reddon did not provide 
evidence that a 25 percent qduction 
would not ba adeqt@e. nor did the 
specificaIiy.demonstrate wh a hi 

eel 
PiI er 

level than 25 percent is n ed. 
FDA racogmzes that it has previously 

provided gnidelines and definitions for. 
nutrient reductions in foods, and that 
these specified reductions were greater 
than 25 percent. However, the agency 
now believes that with the advent of 
mandatory nutrition labeling and an 
ever increasing interest in healthy 
eating, more manufacturers will attempt 
reductions in the levels of nutrients like 
fat, saturated fat, cholesterol, and 
sodium in their foods, With the 
definition set at the reasonably 
achievable level of a 25 percent 
reduction, more foods are likely to be 
available, and consumers will be able to 
select from more and different foods in 
order to meet dietary guidelines. 
Furthermore, as suggested by one 
comment, market competition will 
undoubtedly spur some manufacturers 
to exceed this minimal reduction, 
thereby resulting in foods with even 
greater levels of reduction. 

Therefore, the agency has concluded 
that an appropriate minimum 
percentage reduction for the terms 
“reduced” and “less” is 25 percent. 
Accordingly, the agency has revised 
new f§ 101.60(b)(4)(i), 101.61(b)(S)(i), 
101.62(b#4l(i), (c)(41(i), (d)(4)(i)(A), and 
(dl(rl)(ii)(A) to reflect this change. 
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161. One comment stated that the 

P 
ercentage reductions ex ressed on the 

abel should not exceed trl e actual 
amount of the reduction of the nutrient 
in the product. Thus, the comment 
argued that manufacturers should be 
prohibited from “rounding up” the 
amount of the reduction to make it 
ap 

F 
ear greater than it actually is. 
he agency advises that for a product 

to bear a claim, the level of the nutrient 
must be reduced by at least a certain 
value. Thus, the amount of the 
reduction must be equal to or greater 
than the specified amount. There is no 
provision for rounding up the difference 
in nutrient content. 

It is not clear to FDA whether the 
“rounding up” referred to in this 
comment is the rounding off provided 
in the regulation on mandatory nutrition 
labeling published elsewhere in this 
issue of thePederalRe@er. Iftha 
comment was concerned about such 
rounding, the agency advises that 
declaration of nutrients in, for example, 
5 calorie increments or 0.5 g fat 
increments, which is permitted in 
nutrition labeling under 5 101.9(c), is 
not permitted in determining the 
difference in nutrient levels between 
two foods. However, as discussed in the 
preamble of the proposal on mandatory 
nutrition labeling (55 RR 29467, July 19, 
1990). the rounded differences are 
nutritionally insignificant. The agency 
would not consider a claim to be 
misleading if the declaration of the 
difference in absolute amount of 
nutrient between the foods were 
rounded off in conformance with 
rounding provisions for nutrition 
labeling in § 101.9. 

162. A few comments requested that 
the regulation provide for use of 
“modified” as a synonym for “reduced” 
or “less.” 

The agency does not consider the 
word “modified” by itself to be a 
nutrient content claim. While it implies 
the product has been changed, 
“modified” does not necessarily imply 
that the c:hange is in the content of a 
nutrient. As discussed elsewhere in this 
document, the word “modified” is 
permitted for use as part of the 
statement of identity on foods that 
qualify for “reduced” or “less” claims. 
However, “modified” is intended to be 
used in me presence of these claims, not 
in lieu of them. The term advises 
consumers that the product has been 
changed, and the nutrient content claim 
describes the change. Accordingly, FDA 
is not amending the regulation as 
requested. 

163. One comment requested that the 
agency provide for the term “lower” as 
asynonym for “less.” The comment 

stated that the term was currently in use 
on a comparative basis. 

The agency agrees that “lower” 
should be permitted as a synonym for 
“less.” Although the comment provided 
no further verification of the meaning of 
the term, the “American Heritage 
Dictionary,” 1976 edition, (Ref. 25) 
defines the term to mean “below a 
similar or comparable thing.” Such a 
definition is consistent with the 
principles for “less” claims which are 
used to compare two similar or 
comparable foods. Accordingly, the 
agency is including in §S 101.60(b)(4) 
and (c) (4),101.61(b)(6),101.62(b)(4), 
(c)(4), and (dl(4)“lower” as a synonym 
for “less” (or “fewer”). 

164. One comment suggested that 
“less” rather than only the term “fewer” 
should be allowed for calorie claims. 

As was stated in the general 
principles proposal (56 FR 60451). the 
agency defined “fewer calories” instead 
of “less calories” because the term 
“fewer” is grammatically correct. The 
agency does not believe that it is 
appropriate to amend the regulation to 
specify use of an improper term. 
However, FDA does not ordinarily 
consider a product to be misbranded 
because it bears a label statement that is 
grammatically incorrect. Accordingly, 
because the criteria for “less” and 
“fewer” claims are the same, the agency 
will not consider “less calories” to be 
misleading. 
b. “‘Reduced” ond “less” claims for 
sugar 

In the general principles proposal, 
FDA proposed a definition for “less 
sugars” that included a minimum 
percentage difference of 25 percent but 
did not include a minimum absolute 
amount criterion. The agency did so 
because the minimum absolute amount 
criterion for other nutrients was the 
amount proposed to be defined as 
“low.” The proposed criteria for “low” 
claims were based on DRV’s for the 
nutrients, and because there was no 
DRV for sugars, there was no “low 
sugars” definition. Tbe agency solicited 
comments for an appropriate 
requirement that could be used as the 
second criterion for this claim and 
signaled its intentions to establish a 
second criterion if one were not 
forthcoming. 

165. Only a few comments addressed 
the term. Some supported defining the 
claim “less sugars,” while a few others 
suggested that the term “less sugars” is 
not useful to consumers, is misleading, 
and should not be used. However, those 
objecting did not provide information as 
to why this was so. 

As discussed in comment 60 of this 
document, the agency has determined 
that the term “sugars free” may be 
confusing to consumers and therefore is 
providing for use of the term “sugar 
free.” The agency believes that “less 
sugars” would also be confusing. 
Therefore, for consistency the aganc 
has determined that “less sugar” is t K e 
more appropriate term to describe 
reductions in the sugars content. 
Further, because the comments 
provided no arguments why the term 
should be eliminated, and because the 
term would provide certain useful 
information to consumers in comparing 
the sugars content of one food to 
another, the agency is not persuaded 
that the definition for “less sugar” 
should be eliminated. Accordingly, the 
agency has retained this definition, 

In addition, FDA has included use of 
the term “reduced” in the provision for 
“less sugar” (!j 101.60(c)(4)). Although 
the agency had not proposed criteria for 
“reduced sugar” claims, now that the 
term “reduced” and “less” have the 
same criteria, it would be inconsistent 
not to also permit use of “reduced 
sugar” claims. 

166. Only one comment suggested a 
second criterion for the definition of 
“less sugar.” It recommended that the 
claim be permitted only if the labeled 
food contained at least 2 g less sugar 
than the reference food. 

The comment did not provide 
rationale or other information to 
substantiate the recommendation. 
Consequently, FDA still does not have 
a basis for a minimum absolute 
reduction to be used in lieu of a 
definition for “low sugar.” However, as 
discussed above in response to 
comment 156 of this document, FDA is 
no longer using the minimum absolute 
reduction as a criterion for “reduced” 
and “less” claims. 

In view of this fact, the agency is 
persuaded that the need for a second 
criterion for sugar is similarly 
diminished. The agency has established 
in new S 101,13(j)(3) (see comment 159 
of this document) a requirement that a 
relative claim may not be made if the 
amount of nutrient in the reference food 
is less than the value for “low.” 
Although for consistency, a similar 
requirement for sugars might be useful, 
the agency does not believe that there is 
a compelling reason to definitively 
establish the criterion, especially given 
the fact that the basis for such a 
criterion, a DRV for sugar, does not 
exist. The agency will evaluate on a 
case-by-case basis whether claims on 
food that emphasize a very smaI1 
reduction in the amount of sugar are 
misleading. 
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2. “Light” 
a. GenemJ 

In the general principleI pro osal(56 
FR 60421 et 60449). FDA said % at 
although the term “light” or “l&e” is 
primarily a relative claim that compares 
one food to another food, it is often used 
to directly describe the food itself in the 
way that an absolute claim such as “1OW 
gy$y;gg~~;,pg;;m 
“light” could be used. 

167. Several comments were 
concerned about the way that the term 
“light” is used in the market lace. A 
few comments asserted that % e term 
$g&$!gt ~$~y!.&y~as no 
scientifically acceptable meani* but 
instead has e multitude of meanings and 
as such will do mom to mislead 
consumers than assist them in making 
better food choices. Another comment 
said that because of the various 
consumer inte retetions of the meaning 
of the term “li 

ii! 
t,” there needs to be 

’ further rese on its mean@ before 
the term can be defined. A few 
comments stated that because “light” 
has ho meaninn. it should not be 
defined. - 

Section 3(b)(l)(A)(iii)(IfI) of ihe 1990 
amendments requires FDA to define 
*,‘ligbt” or “lite” unless it 5ds that tb8 
term is misleading. While the ency 

Y agrees that some current uses 0 the 
term are misleading, it has not :made a 
finding that the term is inherently 
misleading, or tbat it cannot be used in 
a nonmisleading manner. The agency 
conclude? that it has sufficient 
information, including consumer 
surveys cited in the general principles 
proposal (Fiefs. 26 and 27) end other 
information submit@ in comments 
with which to establish an ap opriate 
definition for the term. By de r ning 
“light” and the conditions for its use in 
a meaningful way, the agency intends to 
help alleviate the confusion caused by 
the many uses of the term and to ensure 
that products that bear the term an, 
useful in maintaining healthy dietary 
practices. 

168. A few comments staied that 
“light” is not an expressed claim, but 
rather that it is an implied claim. The 
comments pointed to the House report 
on the 1990 amendments [H. Rept. 101- 
538, lolst Gong., 2d 8888.19 (June 13, 
1990)) which said that an implied claim 
is a statement that “implies that the 
product is low in some nutrient 
(typically calories or fat) but does not 
say so expressly” and cited “lite” as an 
example of such a claim. One comment 
went on to say that as an implied claim, 
“light” should be permitted with any 

nutrient content claim, provided that 
the food qualifies for the claim. 

The agency acknowledges that the 
House report stated tbat Yite” was an 
example of an implied claim. However, 
the agency believes that this term is 
used as an expressed claim because, es 
discussed in the general principles 
proposal (56 FR 60421 at 604491, it has 
a history of use both as a relative claim 
and es an absolute claim. Tight“ has 
been used as a dir&t statement of the 
level of both calories and fat in food (see 
$i 1Ol.l3(b)(l)I, In the proposal, FDA 
stated that in spite of the reference to 
“light” in the legislative history, it 
intended to treat this term as an 
expressed claim (56 FR 60421 at 60449 
through 60450). The comments that 
addr&sed this issue did not provide any 
justification for not following the course 
that the agency proposed. Therefore, 
FDA is defining “light” as an expressed 
claim in this final rule. 
b. Definition of “light” based on faf and 
calories 

In the general principles proposal (56 
FR 60421 at 60449) the agency 
acknowledged that “light” has be& 
used for a number of years to connote 
a wide variety of meaniligs such as low 
or reduced calories: reduced fat, sugar, 
or sodium; light in tiei&, texture, or 
color; and thin or less viscous. The- 
agency cited studies that showed a 
stable perce tion by the majority of 
consumers trl at “lighV means that the 
caloric level has been altered. However, 
it noted that “light” has also been used 
to directly describe the food itself in 
much the same way as the term “low” 
has been used. Because the agency 
believed that the definition of the term 
“light” should be based primarily on 
consumers’ perception that “li t” 
means “reduced in calories,” t%F e agency 

roposed that a food be permitted to 
fie ar the term “light” without further 
qualification if the food had been 
specifically formulated or processed to 
reduce its calories by at least onethird 
compared to a reference food specified 
in S 101.13(j)(l)(i), with a minimum 
reduction of more than 40 calories per 
reference amount and per labeled 
serving size. 

The agency also noted that it had 
recently allowed the term “light” to be 
included as part of the name of dairy 
products that are altered to have, in 
addition to one-third fewer calories, at 
least 50 percent leas fat. The agency also 
noted that other normally high-fat 

P 
roducts are usin 

at and calorie re d 
“light” to describe 

uctions, In view of 
thaw facts, and +use the agency _-. __ _ _ 
believed the! pr@u+~ witp &rge 
amounts of fat should not be labeled as 

- - 

“light” unless a substantial amount of 
the fat in the food was also reduced, the 
agency proposed that if the food derives 
50 percent or more of its calories from 
fat, its fat content must also be reduced 
by 50 percent or more corn ared to the 
reference food that it resem % les or for 
which it substitutes. The proposal also 
would have required a minimum 
reduction of mOlYt &an 3 g of fat er 
reference amount and per labele a 
serving size in order to bear the term 
“light.” 

169. A number of comments 
supported tbe agency’s view tbat the 
percentage of a food’s calories that are 
derived from fat should be considered 
in determining whether the food 
contains a substantial amount of fat and 
should, therefore. be required to be 
reduced in fat for the product to bear the 
term “light.” Several comments 
supported the agency’s proposal that 50 
percent or more of a food’s calories from 
fat was an appro 
reduction shoul 1 

riate lejel et which fat 
be required. An&her 

comment suggested that if 40 percent or 
more #a food’s calories am normally 
derived from fat, a fat reduction should 
be required, but it offered no 
substantiation for the suggestion. One 
comment suggested that a food contains 
relati*iy hi 
or more of 8 

levels of fat if30 percent 
e food’s calories are 

derived from fat, It noted that the 30 
percent threshold relates to the dietary 
guideline that no more than 36 &cent 
of the calories in the total d.i& s L uld 
be derived &om fat. The comment 
suggested that a food that normally 
contains more than 30 
calories from Eat woul I? 

errant of 
be inconsistent 

with this guideline and therefore should 
ba required td be reduced in fat in order 
to bear the term “ii&” 

The agency has considered these 
comments and is not persuaded b 

diet consisting of both types of foods 

the 
‘comments that it is necessary to CL 
its determination that foods that 

ge 

normally derive more than 50 percent of 
their calories from fat should be reduced 
in fat to make a “light” claim. The 
agent 
guide r 

acknowledges that the dietary 
ines recommend that Americans 

eat a diet that consists of 30 percent or 
fewer calories frop fat. However, 
because f&t is found in only about one- 
half of the food supply, it is not 
necessary that each food contain only 30 
percent of its calories from fat for the 
total diet to meet this goal. Rather. 
because a diet would normally consist 
of a combination of foods containing 
various levels of fat, those foods that 
derive somewhat more-than 30 ent 
of their calories from fat would r 
balanced by foods that contain less than 
30 percent of their calories from fat. A _. . _-_ __ _ 



guidelines. There were no comments 
that suggested the percentage of calories 
fium fat should be raised to a hi&l3li 
percientaga. Therefore, the agency ie 
retainhfj the proMan as propo5ad, that 
products that normally contain ova! SO 
percent of their calories Born fat contain 
a substantial amount of fat and should, 
therefore, have the amount of fat they 
contain reduced to qualify for a “light” 
ChiIll. 

170. While a number of comments 
agreed with the a@ 
tbat “K ax 

‘8 a55essment 

reduce f 
t” is prim y’assodated with 

calorie content, a greater 
number of comment5 maintained that 
consumers primarily perceive “li@rt” to 
mean lower in k. One comment dted 
a 198gGaflu or&miz&tion consumer 
polI stating t.E at 8 out of10 consumers 
select *‘light’* products in order to 
reduce fat consumption. Others dted a 
sumey sqmted ia an aitiel~entitld 
“Americaus to Maim LEG- choices 
in the 80’s” that appeared in “Wari 
Control Commentary,,’ vol. 12, No. 1. 

f 

a study that found that 48 percent of 
consumers think that prod-u~ labeled 
as “light” 5hould have “abfm5t no fat” 
or “no fat at all.” Another comment 
stated that “light” has been used for 
decades to refer to fat reductions 
without evidence of consumer 
misunderstanding. The comment 
included a survey of 1,000 trademark5 
using the word “light” aud noted that 
35 percent of those trademarks were 
associated exclusively or pr2marily with 
reduced fat content in products. Many 
comments favored allowing “light” 
claims for foods on the basis of fat 
reduction alone. 

The agency has carefully reviewed 
these comments and, on the basis of the 
evidence resented in them, has been 
convince x that in addition to “reduced 
in calories,” the term “light,, is also 
commonly understood to mean 
“reduced in fat.” Consumers apparently 
view reductions in fat as a major reason 
for purchasing “light” products. 
Therefore, FDA does not consider the.t 
the term “li&ht” is appropriately used1 
only on product5 in which there ha5 
been a reduction in calories. The term - 
also is ap 
there has 

ropriate on products in which 
L en a reduction in fat. 

171. Many comments contended thst 
the proposed dedlnition for “hght” is too 
restrictive, especially for foods that 

wymellg f3Brt@B 1~~ at f&t,’ 
~e~~~~~~jn 
producta, 5u& as butters, ice oRtams, 
chocolate-coated ice cream novelties, 
cheeses, cakes, brownies, muffIns, 

of caMe5, and that even thou@ it is 
often possibh3 to reduce thefat3ontent 
in product5 by 50 perceat, it is not 
always pos5ible to also mdmx the 
calorie content by one-third unless all or 
most of the 4% is removed. 

The comments stated that In the case 
of ice cream m&ties, for example, 
because some of the refbrred”M 
replacars, such s5 c a& ohydmttt, or 
pmtein solids, contti a sub5tantial 
amount of calories, it is dff$duit to 
remove tumugh of the cdories normelly 
contained in the product to a&eve a 
one-third calorie reduction sol&by 
re 

L 
lacing the fat. To accomplish this 

ca rie reduction, the comment said, 
wo$d require that virtually aU of the fat 
be removed and replaced with an 
ingredient such as pdgdexbom which 
has a lower&3riecontentthara other 
fat repfaceas, However, in achieving this 
caloric reduction, the comments 
maintained, consumer acceptance is 
“lost along the way.‘, 

The comments asserted that sdmilar 
problems occur with cheeses and other 
products. The comments contended that 
manufacturers’ present inabihty to mske 
product5 that can substitute for products 
normally high in fat, that are acceptable 
to most consumers, and that can meet 
the “light” definition will sigrai&xmtly 
reduce labeling and marketing 
incentives for such products. Several 
comments maintained that, as a result, 
many reduced fat alternatives will be 
removed from the market, and that 
development of more “light” products 
will be retarded. Several comment5 
asserted that having fewer options will 
cause difficulty for consumers who wish 
to reduce their fat intake to 30 percent 
or less of their calories from fat, as 
recommended by dietary guidelines. 
They stated that, consequently, the 
criteria for use of the term “light” 
should not incorporate both a 50 
percent fiit reduction and a one-third 
calorie reduction for products with a 
substantial amount of calories from fat. 

The agency has reviewed these 
comments and is persuaded that 
because of the difficulty in achieving 
“light” products that 81~3 reduced both 
in calories and in fat, the agency wih 
not require that both nutrients be 

reducedforafoudtobeartheterm.FDA _ 
be&eves that while the ar&&a fix 
making a “light” claim must mult in 
labeling that consumer5 can understand 
and rely on, the criteria should also be 
reasonably achievebie to encoura@ 
manufaoturersto pmdueealtered 
pmducts that wiliasefst~~eumers in 
i3MktblbQ halthP.xlbt~ 

“liit,” Aczcwdb&, ttus-agewrJAlaae 
deleted from ~%@%St%@~ t&o 
req~ttbeftpmdu~thatcm#04 
more then 50 percent of calories frosn fat 
be mdwed both in calories and in fat to 
bear the term %ght.” 

“light” claim on a pro&tot containing 
more than half it5 calories from fat that 
is redtmed by one-third in calorie5 but 
that has not also been reduced in fat by 
the uired mininmm. The agency 
asked or comment on wbet&er the “9 
claim was misleading and should be 
prohibited, or whether a statement 
informing the consumer that the 
product was not reduced in fat would 
make the label not misleading. In 
response, the comments did not support 
the use of a label statement in alertin 
consumers that a particular product t%5 t 
was labeled as “light” was high in fat. 
In addition, although comments did not 
directly suggest that “light” be 
permitted on foods that derive one-half 
of their calories from fat that had been 
reduced by one-third in calories but not 
by one-half in fat, many comments did 
suwst that in such foods, fat reduction 
is necessary. 

The Surpon General’s qort [Ref. 4) 
and the NAS’s report “Diet and Health: 



the mm maumr thtft the othr i+elWve 
&ims ‘%educcld’* and “l&s” am 
defined. However, the ageticy is not 
pemaded by &e camm~nts that such a 
d&nition is appropriate. “Light” is a 
teria that h&s ape&al useFuln&s as a 

requirement. They asserted that in 
certain product categories, it is not 
techniay fitlasitle tcj d8veiop proc+ts 
@Mtara~tiLfatbyFio~tor 
more and that ara acceptable to the 



the term One mmment, suggested ‘thlst 
a one t&j ar gre#ei &t pxktlon 
would make a Wik$le contriition 
tQ* lidping Cans~rs to reduce Fat 

. 

pertx+kt zedSon is, thereFore not 
rqdr0d. The same is @.t8 k+ c&in 
savory sna&ks ty.~ch as pretzels. A iit. 
reduction ls required only For pro&@ 
that derivq+xe than 50 percent of their 
calories,~ Fat. 

The egency is not persuaded by the ’ 
comment& that a 25 or 33 l/3 percent 
reduktlon in tbe amount of fat is 
sufficient for a food to bear a ‘* ’ 

T 
t” 

claim. The comments QStddiSh at 
“light” is a special term with particuler 
marlcetlng appeal, and as such it should 
have a higher standard than that used 
for “redkced” and “less*’ claims which 
may be used on the label of fo$s 
heq a 25 ercent reduction m fat. 

r 
Eel ieves that the deflnitlon 

for li t s%uld take into account 

market@& t@n tha Win @l@hC &se 
terms are a method of &fectiMly 
com,munic@ing product changes to 
consumers. 

In summary. FDA concludes that the 
50 percenf minimum f8t reduktion is an 
a 
P 

pmpri@ hterlon for use of the term 
“ ight.” Acmdingly, the egency is 
retaining this provision in the final 
regulation. 

175. One comment suggested that the 
term “light” should be permitted on 
foods whose fat Content is 10 percent or 
lass. It noted &St this would confoti to 



thepoli OfFSISfortheterm” t’ 
and wou Tl v be con&tent Gith FSl * 
de&&f on for %an.” 

hlumoni2n the two ageJnui%6’ p&&6 by 
adopting the 10 p6rt%nt or k6 criterion 
is not correct. Furthermore, FDA is 
adopting in this ftnal 

P 
at&m, FSIS’ 

definition for “lean.” n6, the6e 
regulatiun6 .wirm pr&didMinct 
deft&ion6 for both term~.~ +e comment 
did net presaont any other rati onale to 
wfyf-q- 

176. SeveW comment6< recommended 
thatafoodbareqt&adtomiWthe 
definition of i‘lo~ fat’?&+lffy for UBB 
of the teEm”‘~t“ one tzukmhent 
referred to a consumer stnv6y @at, it 
claimed, fowl that man) qinwumers 
expect “l@ht” fwd6 tu him! “tit no 
fat” or “no fht at all.” The kanmcmt al6o 
statedthatfff@od6canmJtmaa&tha6e 
strict clikmianuw, ” t” khonld ha 

%Jda usedonlyonthe&w tllatdo 

substan*thnt~generally 
expect ‘light” bud8 to hime Qlnpst no 
fat” or ‘ho fat at all.” FDA’6 t 
iIlt~titiOIlOfti~~hthdt60~8 
consumer6 8 

4F have “6omew 
II “iight” product to 

t 1966 Eat” or "onehalf 
the fat." The egemg7 believes that 

Y 
g a 50-~~lninimum 

re action for food6 that derive more 
than50tgercgltofcalorle6&omfatwill 
ensure at foods hearing “light” claims 
will not mislead cmwm. In addition, 
FDA $6 reqntrfng da&ration ofthe 
pWCWtagk3OfBat~CtiOllOnallfOUdS 
~wlu&%&lt”C16in16. not ju6t thme 

ldtW@BWfWd6derlvsSO 
percent of rxdories from fat (9 101.518(h)), 
This declaration will Worm the 
consumer of the meanfUg of the term for 

encowugeman~ toproduce 

if a ater VfIl’fety of improved fOOdi i8 
avai a&, ad if information on the Ep” 
improvement is atiabla. 
Consequently, FDA is not adopting the 
suggestiun in the comments to re 

T 
re 

thatfo0dsme4ett?5edefi&ion0f”crw 
fat” to qualify to bear the term “light.” 

177.Afb~c0rnr@en~6~t~&atthe 
term ‘light” should hepermitted to he 
used on products that are “lcw” ia a 
nutrient. T$ey itatnd that in &he 
legi6lative history of the laso 
amendments, Congre66 eaid that it 
considered the term “light” to imply 
that a product is “low” or “r%duc# in 
fat or calories. Another comment 
suggestedthattherearaahugemnnher 
of product label6 that hav&&+yed 
longstandfng marWing under an 
intmon of g 105.33 th6t %ght’ 
means either “low d*” t&r “qedwed 
in calories,“ and that the8gencg 6hould 
continue to allow t&e &kxfpt&r %ght” 
to maan ‘low” or “reducf~d” in any 
nutrient. 

The agency has reviewed thase 
commentsand is not convinced that the 
term “light” ahodd be ptzadtted to be 
used on products that ara “low” In a 

statute req&reXf FDA to de&m. 
However, the defWtion6, whUe distinct, 
provide for a range af terms b dew&e 
significant leveis or fMfWmc66 in levels 
of nutrients. FDA hasbeen persuaded 
by the comments that it is a 
that the terms “reduced” an 7 

roprtate 
“less” 

have the same quantf tativa definition. 
However, tha agency i6 not convincad 
by the comments that it &d be 
appropriate for a produot that is ‘%w” 
in a nutrient to bear a ‘I t” claim 
based only on the “low” f eve1 of that 
nutrient tn the rodtict. On +a contrary, 
as discussed be ow in comment 179 of Y 
this document, a “light” cMm is 
prohibited on food6 for which the 
reference food is “low” in the nutrient. 

between two foods. Thus, in general, a 
reduction in a nutrient that ir ahead 
“low” is ir&@&ant, andi &$m &u t 
that d&mnof~ is’k&da’x?#ng, Tke 
agency believes that the term “low” 

Morwyer,permittingGalde~at 
one-thirdmdtionWiU&owagrfMar 
vade 

fix 
of nutiitiou6 foods to bear c&in16 

use In redudng or maintaining 
calorie intake or body weight, 

In addition, FDA ha6 wed the one 
‘third reduction in cahrie6 as the besis 
for “reduced cable” claimi fn S 105.66 

r 
tage of c&orbs that a food must 

reduwd in order to be4w a “Qht” 
claim. 

179. Many comments diaeped with 
the propo6ed mquiremant for 8 
minimum ah6olut.a rednction of 3 g of 
fator4Ocahwie6forafoodtoheara 



absolute amounts of f@t and calories 
may tQp@+ately be mgkde 6n the 
informat@ panel ixzstead of the Pw 
bee comment 214 of this document), the 
agency apes with die comments that 
the tenkl %jJllt” may ba rgit?mdeFetood 
unlessit is&w F &iwhd.~fJ 
agency conclu 9s tbeoause it is !%a 
permi ’ $ the unrpw&fied use of “light” 
wban ei. 1: a minimum stage Y&e 
reductioe 4 fat or a minimum 
percen~~~~~~~fiee~~~t, 
but notrv+mwan y 
nature of the reductiw ku e 9 nutrient 
must be.declared. This de&ration is 
necessary to prevent the tem~ “light” 
from m@adtng the consumer iuto 
be&eving &at tldoodbas been 
signifiwt%y redxked in both cahies 
and fat when it has not. This. 
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product oannot meet the definition for 
“low sodium.” A few commenta stated 
that if “light” is de5ned for salt 
substitutes, the amount of aodium in the 
product should be declared. They saiQ 
that information on the amount of 
sodium in a salt substitute is very 
important for persons who must restrict 
their salt intake. 

The agency concludes that, as 
proposed, “light” is a 

P it 
pm riate for use 

on salt substitutes. Sa t su stitutes 
bearing the term have had a long history 
of use without apparent consumer 
confusion. As one comment 
out, the possibility of confits P 

ointed 
on is 

minimized because these products have 
no calories as well as no fat. Also, the 
agency is not persuaded that such 
products should be prohibited tlo bear a 
“light” claim if they are not “low 
sodium,” i.e., 140 mg per serving, 
because such a rule would prohibit 
“light” claims on most, if not all, 
sodium reduced salt substitutes.. Such a 
product would have to be reduced in 
sodium by approximately 85 percent to 
qualify for the claim. 

Further, the agency advises that it 
recognizes thet salt substitutes bearing 
the term “light” are used primarily by 
persons who are 

% 
ing to limit their 

sodium intake, an that the amount of 
sodium in such a product is important 
information. The amount of the 
nutrient, in this case sodium, that is in 
the labeled product compared to’ the 
reference product (table salt) is required 
to be stated on the information panel. 
This statement should pmvide aIdequate 
information for consumers about the 
amount of sodium in the product. 
Accordingly, FDA is not changing the 
pmposed provisions for “light” claims 
on salt substitutes. 

182. Several comments suggested that’ 
the term “light” without qualification 
should be permitted for use on foods 
reduced in sodium. The comments 
suggested definitions of “nutritionally 
significant reduction in the amount of 
sodium” and minimum percenta,ge 
reductions of 25.33 l/3, or 50 m-cent. 
The comments cited a report o P 
by the Calorie Control Council, 

a study 

“Americans Find ‘Light’ to Their 
Liking” (Ref. 27), in support of their 
suggestion that the term “light” should 
be authorized for use on products that 
are reduced in sodium. Accordin,g to the 
comments, the study demonstrates that 
71 percent of those surveyed knew that 
“‘light” is used to refer to a variety of 
product qualities such as lower in 
calories, fat, cholesterol, or sodium or 
lighter in texture, color, taste, or weight. 
The comments stated that their 
experience suggested that consumers 
perceive “light” to mean reduced in 

“more than one macronutrient,” and 
that the term was widely used in the 
market place. One comment said that 
“light” should be defined for sodturn, so 
that if a company could not corn 
with the “light” fat or “5 

f 
P 

ly 
t” ca ories 

requirements, they woul not be 
prohibited from usin 

Other commants d 
the term “light.” 

t f 
sagreed, saytn 

that “light” claims for sodhun shou d 
not be defined.because consumers 
associate “light” with calorie content. 
They suggested that any product bearing 
the term “light” will be per&v&as 
containing fewer calories and not less 
sodium. One comment cited a recent 
Canadian-study (Tandemar’Reseamh, 
Inc., Consumer Use and Understanding 
of Nutrition Information of Food 
Package habe& (Jan. 1992)). in which 
only 3 percent of those surveyed 
volunteered that “light” meant “less 
salt,” as support for its claim that 
“light” should not be defined to 
describe a reduction in sodium. Another 
comment related experience in 
marketing a product that was reduced in 
sodium as part of a line of “light” 
products, saying that there had been a 
number of complaints from consumers 
who were confused because they 
expected the product to be reduced in 
fat, not in sodium, and consequently the 
company had dropped the product from 
the “li ht” product line. 

An dl er group of commants suggested 
that “light” should be defined for soy 
sauce and other low calorie foods thet 
are used primarily as salt substitutes. 
They said that like salt substitutes, these 
products also contained virtually no 
calories. They added that even if a 
“light” claim on one of these products 
was misinterpreted to mean “reduced in 
calories or fat,” no harm would come to 
the consumer because these products 
had an insignificant amount of fat and 
calories. Therefore, such a product 
would not be misleading. Yet another 
comment suggested that foods that are 
used in place of salt, but that are not 
calorie free, should be required to meet 
a calorie/fat based definition for “light.” 

The agency has carefully considered 
all of these comments concerning use of 
the term “light” without qualification to 
reflect reductions in sodium. As 
discussed above, the agency remains 
concerned that the use of the term 
“light” without qualification on 
products that are reduced in sodium but 
not reduced in fat or calories would be 
misleading to consumers because of 
consumers’ expectations that a prod+ 
labeled as “light” has been reduced in 
fat or calories. The agency has already 
considered the study by the Calorie 
Control Council (Ref. 27) and 
acknowledges that “light” has been 

used to connote a wide variety of 
meanings, such’as reduced sodium and 
lighter in taxture, color, or weight. 
However, the same study suggests that 
controlling calortes (85 panrent of, 
respondents) and fat (83 percent] were 
two of the major reasons for use of 
“light” products. In addition, the report 
ofthe Cal~Con~~ Cotm& summary 
used by FQA stated that 89 percent of 
those surveyed dted “lower in calories” 
as the 5r& rasponse when a&ad the 
In*saxl Oftlie term ‘%ght.” Clearly, 

t8 cofisumers do consider that 
“light” can mean “light” in sodium, 
the are primarily concerned with fat 
an B CahXi8 reductions in “light” 
pmducts. Tharefere, the agency remains 
convinced that “light” claims without 
quali5cation on products would be 
mislaading if the product did not have 
signi5csnt reductions in fat or calories. 
Accordingly, the agency is not 
pmvidin a definitions for “li 

P 
t” for 

use on al products having on f y 
reductions in sodium. 

However, on careful consideration of 
the comments, the agency is persuaded,, 
that, like %ght” claims on salt i 
substitutes, “light” claims without 
qualification on sodium reduced 
products containing oniy a few calories 
and little fat (i.e., a “low calorie,” ‘“low 
fat” food) are not misleading to 
consumam and can assist consumers in 
maintaining healthy dietary practices. 
The food meets the expect&tons of the 
consumer that the product is useful in 
achieving a diet consistent with dietary 
guidelines for calories and fat, albeit 
because the food was normally low in 
fat and calories rather than low in fat 
and calories by modification. 
Consequently, the agency has 
determined that if the sodium content of 
a “low calorie,” “low fat” food has baen 
reduced by 30 percent, it ma 
appropriately bear an unqua r ified 
“light” claim. This determination is 
consistent with the suggestions in the 
comments and the definition proposed 
for “light” on a salt substitute. Further 
while other percentage reductions were 
suggested, no justification for any of 
those other reductions was provided in 
the comments. Accordingly, the agency 
is providing for this use of “light” as a 
36 percent reduced sodium claim in 
§101.56(c). 

183. A few comments suggested that 
“light” sodium claims would not be 
misleading if a disclosure statement 
such as “this product is not lower in fat 
or calories” or other qualifying 
information about the nature of the 
modification was specified adjacent to 
the term. One comment cited the 
findings from the Calorie Control 
Council’s study that 67 percent;of those 



responding believe that “iight” is 
appropriate to dlftiMenti&tfr product 
q$i;i;o long as the term is cleatly 

ii’ e egehcy has carefully considered 
these comments. Given the significant 
orhditiunnl association bt+bmm the term 
“light” and sodium cantent, and the 
dietary guidelines that auggost a 
reduction’in sodium intaka (Ref, 7), 
FDA has concluded that while an 
unqualified “light” claim for sodium 
would generally be misleadin 

tturf 
it is 

appropriate to provide for a claim 
with respect to sodium content for use 
on foods that contain mom than 40 
calories and 3 g of fat per r&r&ma 
amount if the claim ia appropriately 

ualified. The agency baad&ermined 
% atsuchaclaimcanbeusedto 
highlight a btzga, that b, a SO percent or 
more, reduction in the sodium content 
of suoh food. Such a ~ulsite reduction 
is consistent with the definition of 
“light” for fat and for sodium on foods 
that contain less than 46 calories and 3 
g of fat per reference amour& 

Therefore. to ensura that this 
additional “iight” claim for sodium 
does not mislead or con&se consumers, 
F’DA has cormWed that it is necessary 

in fat or calories. The u&tied term that 
FDA is defining is “li a t in sodium.” 
Second, to co&y to consumers that 
“light in sodium” is a single term, and 
to ensure that a misleadtng impression 
is not created by m@puletionsin type 
size, FDA is requiring in f lQl.56(c)(Z)(i) 
that the entire term be presented in 
uniform type size, style, color, and 
prominence. Consequently, if a 
manufacturer wishes to use the term 
“li ht” in n brand name to describe a 
re c! uction in sodium, the qualifying 
phrase “in sodium” or the statement 
“light in sodium” must a pear in 
immediate proximity to tli e term 
“light,” in uniform type size, style, 
color, and prominence. 

Therefore, in S 101.56(c)(Z), FDA is 
providing for a qualified “light in 
sodium” claim when there has been at 
least a SO-percent reduction in sodium 
content of a food as compared to an 
appropriate reference food (see 
5 101.13(j)(l)). In addition, far reasons 
that are similar to the discussion in 
comment 179 with respect to light 
claims for foods that are low in fat or 
calories, the agency believes that a 
“light in sodium” claim on a food 
whose reference food is already “low k 
sodium” would be mialeadtng 

Thttmfm, in s am&$~&wi) the 
agency is pr&ibBing such a claim 
except for meals and meal-type products 
(seecamment272). 

164. A fttw comments suggested that 
‘kghtly salted” should be permitted, 
particularly for use on nuts. The 
comments suggested that the dafinition 
should be e&her ona-thW leaa addsd 
so&lm or’i# nag d so&m pei shving 
(“low aodium”), The comments said 
that because of n long history of usa, 
consumers wera familiar with the term 
“lightly salted.” The comments also 
stated that “lightly salted” 3as an easy 
way for consumers to identify products 
with lass added salt. 0ne comment 
requested an exemption for “lightly 
salted nuts,” say& that it would ba 
similar to the “sugar free” exemption -_ _ 

claim. Howover, the comments prwided 
no justification as to why the +mcy 
should promulgate su&a definition 
other than the Andin from the Calorie 
Control Co&l Stu c! y cited previously 
that “light” has been used to refer to 
products lower in cholesterol. 

The mv!enGv is not conviizlced bv the 
comm&s that a “light’” cl&n k 

menttons cWlesteroi as tme of many 

ap mpriate on pmduuts&et are 
l-e&l wd only in cho%steml. As 

- qualities with which the tarm “light” 

discussed above in comments 110 and 
182 of this document, conaumera most 
associate “light” with reducttons in fat, 
oaloriaa, a&l in certain mspects, 
sodium. There is not the same strong 
association between “li t”and 
cholasterol content. Al t ugh the report 
on the Calork Control Council study . _* I_ 

used, for t&ample, on nuts. to me& that 
less salt has been added to the labeled 

pro 

product than to the regular pmduct. In 

lx 

this sense, it is used as a relative claim. 

osed for ohewtng gm!L 

As such, “lightly salted” may be an 
ap 

8 

re 

agency agrees wrth the comments 
that “lightly salted” is a claim long 

B 
mpriate term to reflect such a salt 
uction. However, to be consistent 

with the other uses of the term “hght,” 
the agency has determined that the 

P 
mduct must heve at least 50 percent 

ess added sodium than the ragubu 
brand. In addition, RS discussed in 
curnment 75 of this document. the 
agency has determined that a claim of 
“no added salt” would be misleading on 
products that are not sodium free, 
unless the label has a statement “Not a 
sodium free food” or “Not for control of 
sodium in the diet.” Consistentwith 
that determination, a comparable 
disclaimer, i.e., “Not a low sodium 
food+” must be placed on the 
information panel of “lightly &ted" 
products that are not “low” in sodium. 
This disclaimer will assist the consumer 
who may wish to control his or her 
sodium intake by consuming the labeled 
product rather than the regular version 
of the product from being misled into 
thinking that the labeled product is 
“low” in sodium when it is not. In 
addition, because this Is a relative 
claim, the appropriate accompanying 
information, as specified in . 
§ 101.13(j)(2) is required. Accordingly, 
the agency has provided for “lightly 
salted” in § 101.56(s). 

has been associated, the report does not 
provide a basis to distinguish 
cholesterol from these other qualities as 
it doas with fat, calories, and sodium. 
Thus, the agency does not consider the 
mention of cholesterol in &a Calorie 
Control Council report to provide 
adequate justification for a “light 
cho&teroP claim, It does not establish 
a particular association between **light” 
and chdestero~ reduotlon. 
Consaquen 

33 providing a 
, the agency is not 
lnition for “light” for use 

on roducts that are reduced only tn 
cho esterol. 1; 

166. A few comment& 
that “light saturated fat” 
defined. The definttions suggested for 
this term ranged from “a nutritionally 
significant reduction in the amount of 
saturated fat” to 50 percent less 
saturated fat. Them was no justffication 
other than the report of the Calorie 
Control Council’s study. 

185. A few comments suggested that 
“light cholesteml” should ba defined. 
The comments suggested definitions 
ranging from the criteria for “low 
cholesterol” to 50 percent less 
cholesteml. They said that to ensure 
such a claim was not misleading, the 
statement, “‘this product is not lower in 
fat or calories” could be added to the 

.As with cholesterol, the agency 1s not 
convinced that a “light” claim is 
appmpriate on products that are 
reduced only in saturated fat, In the 
report of the Calorie Control Council 
Study used by FDA (Ref. 27). saturated 
fat is not specifically mentioned as a 
quality assooiated with use of the term 
“light.” Consequently, the agency has 
no basis to determine that consumers 
perceive “light” to mean reduced in 
saturated fat. Lacking any other 
justification, the agency is not 
persuaded that use of “light” is 
ap mpriate on products that are 
re B uced in s8tumted fflt. 

187, A few comments su ested that 
*‘light sugar’* claims should % 
permitted. One comment stated that a 
“light sugar” claim should be defined to 
mean that the food had 25 percent less 
sugar and at least 6 g iass sugar than the 
appmpriate reference food. Other 
comments stated that “light sugar” 



shouw be dtkf&wd tpmean tttQement 
less added sugar. I3mar, none of the 
chnments ,provided a~mfkmle for why 
“light sugar” should be d&r4 

Accardin@y, thimgaq is not 
providing for a definition for this term. 
ii. oiher uses oft& term “ligbl!” 

physical or organo ’ 
% of a food so lon& as 

tic characteristics 
att attribute 

adequately qualified the term “light,” 
e.g., “light in color” or “kight aud 
fluffy,” and w8ibh the s&iie type size, 
style, color, and romimmce as the 
word “light” ml J in ilmnfldiitte 
proximi 

l-3 
thereto. The ag4wmy also 

ropes 
Flee 

that if the tarm “light” had 
n associated through common use 

with a psr+icular food, such as “light 
brown sugar,” to the extent that the term 
“light” had become part of the 
statement.of identity, snch use of the 
term would not be considered a nutrient 
content claim. 

188. A majority of those commenting 
on the subjeot had no objections to 
pmducts bearing the term *%ght” to 
refer to other physical or organoleptic 
properties of a product, so long as that 
pro 
in tg 

erty wasspecifmd. They said that 
688 drcumst8nces, consumers are 

aware of the meaning of the term 
“light.” However. a few comments 
objected to allowing such “li 

Bh 
t ” 

claims. One stated that usa o the word 

“light” to &Mcd~ gOl0r. textam, or 
taste may mislead so~uar consumers and 
undermine credibility of the term. 

of “light” that exist in today’s 
marlcetplace will be perpetuated, 
undermining the basic purpose of the 
1990 amendments. However, other 

~a~~~*~~~~~~~~ 

the size of the claim. Su &ions were 
that the attribute should fit in type one- 
hall the size of the word “light,‘” one= 
half the size of the brand name, one-half 
the size of the name of the food. or as 
prominent as the statement of identity. 
Another comment said that there should 
be no type size or 

tl 
lacement 

requirements for e deihrin attribute. 
Another comment said that 8 8 graphics 
requirement for this information was so 
unreasonable and burdensome as to 
constitute a virtual prohibition for use 
of the term. 

The agency has considered these 
comments and is persuaded that the 
type size requirements pmposed for the 
information that deflnes a “light” claim 
about a physical or organole ‘c 

fi 
roperty of a product would c 
urdensome. and that this information 

need not be as large as the claim to 
effectively clarify the physical or 
organoleptic propeties of the labeled 
product. However, because of the 

not in comparison to a regular 
product 

but to a contrasting versf6o of, 
roduct, 

& e 
~~;d~~“l&ght bmwn sugar” versus 

” without use af the 
term “light” to r skguish the food 
horn its counterpart, there would be 
confusion as to the specific identity of 
the product. Therefore, the agency 
concludes that for such products, the 
word *‘light” is fundamental to an 
underst+&ng of the product’s identity. 
Consequen&y, fa such drcum&nces, 
FDA is allowing, under SWl.Sg&, the 



use af the term “l&p” *ut 
qualimtceikmotl?i3rtbau~~r 
comgonenta; of the identity Mtement. 

“dark- vd:~ofthe snmebnrad of 
fruit cake. 

The agency agree6 thet.it would be 
approprifite fn this long starrding 
situathl, for the r lUm&MW to use 
the word ‘*EghP wltheut ‘btion 

F to diffemntiate a version 0 a &at 
brandof&uitcekeWia”ti t-in r 
mlorhrnaver&m&ehssamebnrnd! 
af fruit cake that&8 “d&k? in color. 
However, FDA edvfses &et fbr this use 
the term a4 t” 

T 
awst appear In the 

statement o ident& e.g., ‘Qht~fruit, 
cake.” fn addftfon, PDA w&d 

T thedarkvemtonoftheProductto 
labeled “dark fruit C&I,” so that the 
terms ‘Ii&t” and “de&” lmve the same 
conspicuousness on the lab& The 
egencybelievestbatsuahauseisnot 
misleadtng to 3icakmm bsmuse it is 
clear from the relative use of ‘the terms 
“light” and ‘$?aiW that&e word “hght” 
inthisinataneer+rstoWEolarand 
npny odmrprope~oftbefruit 

19’2. One comment requested that the 
agcmcydarifysn~czu#y~m~ for 
a mmtt~t~‘d8~ethStitS 
use of the term “‘light” on E product is 
permMble because the term .has come, 
through hmg use, to be part of the 
statement of identity. 

The agency believes that the 
situations in which such a 
demonstration would be a 
suffldently few thlig 8 

propriate are 
A c provisions 

are not necel?sEry to&nph3ment this 

bp 
rocedure. When the use of the term ia 
madly applicable to a class of 

products, a petftion woti be 
appropriate. There is Provision in part 
10 (21 CPR part 10) for this type of 
request. However, the 
believe that it is general 7 

ency does not 
y necessary to 

submit a forma1 petition to address this 
matter. Except for those 

ro3r-b-d names, petitions are b y appllcablH 
to a class of products and do not address 
a single manuf&tumr”s duct. If a 
manufacturer wishes to fi? ve advice on 
whether a prodti’s use of the term 
“light” in its statement of identity is 
appropriate, the manrrfMumr may 
submittothea&encyt3lFhMBto 
subtiantiate the lon#staIl*, 
nonmi&ading use of the term for this 
purpose. The agency will review each 
situation on a csae-by-eaoe hasis and 
notify the ma&&&n+ whether the 
label declaratton is ap~roPa+ate. 

163. 
advice 
Yhmny Delight” was subject to the 
rqeqtMt&&or “light” nutrient 

The 8genay &viser that the term 
“sunny De&&t” would not, &self, 
constitute a nutri@ ao&& L *The 
~~,~0,~8~~.~ ‘“ds~t,,” 
as Zq3iges it is priwekW* a ‘s@le 
word ivithout cay useof printing, 
hyphenation, or spell&that unduly 
emphesiaes ‘*l&h&” does not state or 
imply the level of a nutrieut However, 
FDA dso advises that it Ww evaluate 
label statements using forms of the word 
“ligltt’ to determine if they are used in 
a con&~ in which they make &&es 
th$a nutrient has been reduced in the 

. 
iii. AddJi~oxtol terms 

194. One comment stated that 
additional terms such as%xtra 13 t” or 
“ultra light” should be defined. &i 
said that the state of C?aWornia allo& 
t$w&~f$ii~~todeaaiberedtions . . 
deba “‘light” wi T 

=wvwY* 
enough fiextbWy to 

allow thid labeling to continue. The 
comment said thnt ‘ktm 

The coqments have not.. vided 
suffWent just&at.icm fw tr terms 
“extra light” or “‘ultre Q&t.” Therefore, 
the agency is not providing definitks 
for those terms at this time. The agency 
is not persuaded that the &xmsumer 
would understand the di&rences 

on a wide varie 
3 

of fo& In ad&tion,- 
the comment di not present 
justifirstion for establish& an 
additionel d&i&ton for use on foods 
that appear to qualify for “low fat” and 
‘%t he.*’ The agency advises that, 
under new 5 101.69, the person who 
submttted the comment, or any other 
interested Party, may submit a petition 
to the apcy, with t3lhemwing 
information, requesting deffnitttm for 
these terms. 

195. A few comments disagreed with 
the ides of defining ” 
synonyms One co 
sauQdelfkespellingefor’ 
We”) should be prohibited, Another 
comment eqgested that the term 
spelled “l-i-t-e*’ should he used to refer 
to calorie mducttons and the sPePlog “E 
i-g-h-t” rho&d refer to other produot 
qualities, 

Theegencydoesnote@eethatthe 
terms We” and “light” should not bo 

amendme&& Prom this ins&&ion, the 

comlimnt giws t&l 3agqm.g to 

reference to $ *30W&m0*;@[3). 
FDA has also deleted tif&irmes to 
8 101.36 from S$ &l.S0(ti~3), 
101,61(a)(3), rmd ¶0W&(s,j(3). 
3. “More” daimr 

Although the tB9O -ts do 
notreq?$re&etFElAdefinetheterm i 
;;~yc;p P- e 

S 103.64(e)) 
ragukerneatr,~P-d 

for use of ‘%ore” to 
des&heafoodin@e@w&prindpks 
proposal (se Fzt 60421 et 60452).mA 
proposed that e comperatfve oh&n usfng 
the term “more” mav he used to 
describe a food, ir&din 
nroduct.thatcc9n~sat elmt10 f 

a m&-type 

whichiteub&&uteefpropwed 
§ lOl.S~e)(l~i)). 

~*~4F=YPropcwed~t 
whenthedeimisbesedenenutrient 
thathasbeenaddi&totimfood, 
fortifia&tinl be in -withthe 
policy on forttfication of foods In 
8 164.20 (21 CPR 104.20) [new 
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fraction) that the nutrient was increased 
relative to the RDI or DRV. and 
quantitative information comparing the 
level of the nutrient in the product per 
labeled serving size with that of the 
reference food that it replaces be 
declared in immediate proximiby to the 
most prominent such claim (proposed 
5 101.54(e)(l)(iii)). 

Further, the agency proposed to 
permit a comparative claim using the 
term ‘ more” on a food to describe the 
level of complex carbohydrates in a 
food, including a meal-type product as 
defined in proposed § 101.13(l), 
provided that the food contains at least 
4 percent or more qf the DRV for 
carbohydrates than the reference food, 
and that the difference between the two 
foods is only comple’x carbohydrates as 
defined in proposed 5 101.9(c)(6)(i). The 
identity of the reference food and 
quantitative information comparing the 
level of complex carbohydrates with the 
level in the reference food that it 
replaces would have had to be declared 
in immediate proximity to the most 
prominent such claim (proposed 
8 101.54(e)(2)). 

Finally, FDA proposed to permit a 
comparative claim using the term 
“more” to deScribe the level of 
unsaturated fat in a food, including 
meal products as defined in proposed 
S 101.13(l), rovided that the foocl 
contains at east 4 percent more of the f 
DRV for unsaturated fat than the 
reference food, the level of total fat is 
not increased, and the level of trans 
fatty acids does not exceed 1 percent of 
the total fat. Under the proposal, the 
identity of the reference food and 
quantitative information corn arin the 
level offinsaturated fat with tR f at o the 
reference food that it replaces would 
have had to be declared in immediate 
proximity to the most prbminent such 
claim (proposed !j 101.54(e)(3)). 

The agency specifically requested 
comments on certain specific aspects of 
the proposed definitions of “more” for 
describing levels of complex 
carbohydrates and unsaturated fatty 
acids (56 FR 60421 at 60453 through 
60454). First, both of the proposed 
definitions deviated from FDA’s past 
requirements for superiority claims 
which, as stated above, have been based 
on a food having 10 percent more of the 
U.S. RDA of a nutrient per serving than 
the food to which it is being compared. 
Secondly, the provision in the “more” 
definition for unsaturated fatty acids 
limiting the level of trans fatty acids to 
1 percent of the total fat was included 
because the agency believed that it 
would be misleading for products 
containing significant levels of trans 
fatty acids to bear claims of more 

i 
unsaturated fatty acids in linht of recent 
data suggesting -aat trans falty acids act 
like saturated fat in raising serum 
cholesterol. 

196. A few comments were opposed 
to the proposed definition of “more.” 
The comments argued that claims for 
“more” should not be permitted because 
the 10 percent eligibility criterion is too 
small to be of significatice to consumers. 
One comment suggested that claims of 
“more” be expressed in 5 percent . 
increments to prohibit food companies 
from rounding up to make the increased 
nutrient level appear greater than it 
actually is. A few comments stated that 
the definition for “more” should be 
similar to the definition for “less,” and 
that the food should contain 25 p&cent 
“more” of the nutrient than the 
reference food to be eligible to bear the 
term “more.” A few comments were 
concerned that a 25 percent eligibility 
criterion may lead to over fortification 
of foods in order to be eligible to bear 
this term. 

The agency has not b&n persuaded to 
change the definition for “more.” As 
discussed in the general principles 
proposal (56 FR 60421 at 60453). the 
agency believes that a 10 percent greater 
level of a nutrient relative to the RDI or 
DRV in a serving of a food is 
nutritionally significant and is alsq 
necessary to ensure that there is truly a 
difference in the foods being compared, 
This level is the minimum level of a 
nutrient that must be provided by a food 
for the food to meet the definition of 
“good source” in this final rule. 
Consistent with this requirement, a food 
must provide at least an additional 10 
percent of the DRV or RDI compared to 
the reference food before it can be 
designated as a better source, i.e., 
having “more” of the nutrient. 

The nutrition labeling regulations 
allow for the standard practice of 
rounding values to the nearest percent 
when determining levels of nutrients 
(new $j 101.9(c)(6)(iii)). However there is 
no provision in the final rule that allows 
for inappropriate rounding up of values 
when makin claims. 

Additiona i y, the values represented 
by a “more” claim must be truthful and 
not misleading. The agency considered 
requiring at least a 25 percent increase 
relative to the RDI or DRV as compared 
to the reference food in arriving at the 
proposed definition for the term 
“more.” As discussed in the general 
principles proposal (56 FR 60421 at 
60453), FDA rejected this approach 
because of the agency’s concern that a 
level higher than 10 percent of the DRV 
or RDI would result in inappropriate 
fortification of foods in an attempt to 
make superiority claims. Therefore, the 

agency is retainingthe proposed 
definition of “moti” in the final rule. 

197. A few comments disagreed with 
the proposed requirements for use of the 
term “more” for complex carbohydrates, 
The comments generally ingued,that 
defining “more” for complex 
carbohydrates but not defining “high” 
in this ragazd is iuamaistaut, and that 
further scientific evidence ahout the . 
benefits of consuming complex 
carbohydrates is needed. 

As discussed in the final mle on 
mandatory nutrition labeling published 
elsewhere in this issue of the Federal 
Register, the agency has detetiined that 
it cannot presently define, and, 
therefore is not defining, “complex 
carbohydrates.” FD& has concluded that 
there is not sufficient consensus about 
Ihe meaning of the term or appropriate 
analytical methodology for a specific 
definition for “complex carbohydrates.” 
Therefore, the agency is not providing 
for the term “more” for complex 
carbohydrates in the final rule. 

196. Most of the comments disagreed * 
with the proposed definition for “more” 
for use with unsaturated fat. Most 
comments expressed the view that 
“more unsaturated fet*’ should not he 
defined unti1 them is more scientific 
evidence to support the.beaefits of the 
claim. The comments were concerned 
that allowing the claim at this time will 
confuse consumers’about the hen&its of 
increased consumption of unsaturated 
fat. One comment suggested eliminating 
the additional criterion for trans fatty 
acid in the proposed definition because 
no conclusive evidence exists that trans 
fatty acids function like saturated fatty 
acids. One comment requested that the 
agency define “more” for 
monounsaturated fat. 

The agency agrees that a definition for- 
“more unsaturated fat” is unnecessary. 
As discussed in the final rule on 
mandatory nutrition labeling published 
elsewhere in this issue of the Federal 
Register, the agency has decided not to 
establish a DRV for “unsaturated fat.” 
FDA has b88n persuaded by comments 
that the use of the term “unsaturated 
fat” is potentially confusing, does not 
provide useful information, and could 
result in consumer deception. 
Therefore, the agency is not ‘defining 
“more unsaturated fat” or “more 
monounsaturated fat” in this final rule. 

399. A few comments disagreed with 
the proposed requirement that a food 
containing added nutrients must be in 
compliance with the agency’s 
fortification policy to be eligible to bear 
the term “more” on its label. The 
comments noted that this policy is only 
a gmdelme. 
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The agency concludes that this 
requirement is appropriate. As 
discussed in the general principles 
proposal (58 FR 60421 at 66453) the 
fundamental objective of the agency’s 
policy on appropriate fortification of 
foods is to establish a uniform set of 
principles that serve as a model for the 
rational addition of nutrients to foods. 
While it is true thet the fortification 
policy is only a guideline, in the con text 
of new 5 t01.54(e)(l)(ii). FDA has 

subjected the use of 5 104.20 (21 CFR 
104.20) to notice and comment 
rulemaking. Interested persons were 
given notice that FDA intends to use 
that provision as more than a guideline. 
Such persons had an OR 
object to provisions’of t B 

ortunity to 
at regulation 

and explain why such provisions did 
not provide an appropriate basis on 
which to limit the use of *‘more!’ on 
food labels, No comments did. 
Therefore. the fact that part 104 (21 CFR 
part 104) is generally intended’ to be 
used as a guideline has no significance 
here. 

In that policy, FDA clearly states its 
concern that random fortification of 
foods could result in deceptive or 
misleading claims for foods. In 
authorizing a claim for “more,” the 
agency is mbking & fkding &at the 
claim will as&t tzonsumers in 
maintaining healthy dietary practices 
(see sedion 403(r)(2)(A) of the act). The 
agency c8nnot make such a finding for 
nutrient additions that are not 
consistent with the fortification policy. 
Therefore, FDA is retaining the 
requirement that foods bearing the term 
“more” comply with the agency’s 
fortification policy. 

200. A few comments expressed 
interest in use of the terms “fortified” 
and “enriched” as synonyms for 
“source.” The comments were of the 
view that these terms should be 
permitted because they are easily 
understood by consumers as a result lof 
their use in food labeling for many 
years. 

The agency believes that the terms 
“fortified” and “enriched” are not 
synonymous with the term “source” hut 
more appropriitely may he defined in 
the same manner as the term “more.” 
“Fortified” and “enriched” convey the 
meaning that there is “more” or a 
nutrient in a food compared to another 
food. This approach is consistent with 
the agency’s fortification policy 
§ 104.20(h)(3), which states that when 
labeling claims are permitted, the term 
“enriched, ” “fortified, ” “added,” or 
similar terms may be used 
interchangeably to indicate the addition 
uf one or more vitamins or minerals or 
protein to a food, unless an applicable 

Federal regulation requires the use of 
specific words or statements. Section 
403(r)(2)(A)(i) of the act limits the terms 
that can be used to those provided for 
by 5 101.54(e). 

Therefore, the agency is providing, in 
this final rule, for the use of the terms 
“fortified, ” “enriched,” and “added” 
with the same quantitative definition as 
the term “more” when these terms are 
used to describe the levet of a nutrient 
that has been added to a food. However, 
as discussed in greater detail in the 
section of this document on reference 
foods, there are circumstances in which 
the term “more” is ap 
but “fortified, ” “enric 

rupriately used 
R ed,:’ and 

“added” are not. These circumstances, 
which are delineated in new 
J 101.13(j)(l)(i), turn on whether the 
comparisons are being made to similar 
(bread to bread) or dissimilar (bread to 
rolls) foods. 
4. Reference foods 
a. Refimwe foods for “reduced“ and 
‘less” 

201. 
v 

ny comments suggested that if 
“reducb ” end “less” were defined in 
the same manner, they should both be 
permitted to use the same types of 
reference foods, i.e., a menufecturer’s 
regular brand or a food in a valid data 
base in addition to an industry-wide 
norm. 

Because the agency has determined 
that “reduced” and “less” should have 
the same quantitative definition, the 
agency believes that it is appropriate for 
these two terms to be permitted to have 
many of the same types of reference 
foods (see new 0 lOl.l3(j)(l)(ii)(B)). In 
many circumstances, these terms can be 
used interchangeably. 

Consequently, the agency has 
concluded that the manufacturer’s 
regular brand, another manufacturer’s 
regular brand, and a representative 
velue for a broad base of foods of the 
particular type, are ap ropriate 

K reference foods for bot “reduced” and 
“less” claims. Accordingly, the agency 
is providing in new 5 lOl.l3(j)(l)(ii)(B) 
that “reduced” and “less” claims may 
use as a reference a food or class of 
foods whose composition is reported in 
a representative valid data base. 

However, as discussed in greater 
detail in comment 204 of this document, 
not all reference foods that are 
appropriate for “less” claims are 
appropriate for “reduced” claims. Even 
though these terms are based on the 
same percent reduction, reductions from 
a certain class of reference foods, those 
foods that are different than the labeled 
food but that would fall in the same 
product category (e.g., potato chips as a 

reference food for pretzels) are not 
appropriately described, sim 
matter of English. by use 

ly as a 
oft R e term 

“reduced.” Claims that are designed to 
draw consumers’ attention to such 
reductions are more appropriately 
phrased using the term “less.” FDA has 
reflected this fact in new 5 101.13(j)(l)(i) 
and has modified S§ 101.60(b)(4), 
lOl.Sl(b)(6).8nd 101.62(b)(4), (c)(4), and 
(d)(4) kordi~ly. 

In this context, tha.ag8n$y notes that 
because it has determined that “light” 
claims should be subject to a mote 
rigorous standard than the other relative 
claims, it is’limiting the reference foods 
that are appropriate for use with “light” 
claims. Under new S lOl.l3(j)(l)(ii)(A), 
FDA is requiring that the referencesfor 
a “light” claim be limited to e 
representative value for the type of food 
that bears the claim. This value may be 
drawn from such sources as a valid date 
base, an everage of the three top 
national or regional brands, or a market 
basket norm. 

These determinations are explained in 
more detail in response to the comments 
that follow. 

262. Several comments stated that use 
of nutrient values from data bases as 
references for clahns should not he 
limited to the kinds of data bases cited 
as examples in proposed 
5 lOl.l3(j)(#iii). They suggested that 
other published or unpublished data 
bases should be available for use as a 
basis for claims because established data 
bases like USDA’s Handbook 8 (Ref. 24) 
are not updated frequently enough to 
keep up with product innovation. The 
comments contended that more flexible 
data bases should be used. In addition, 
one comment stated that the established 
data bases ara not truly average values 
because they do not account for 
variations in preparation of foods. For 
example the comment stated, they do ’ 
not provide the fat content of potato 
chips cooked in a variety of oils. Some 
comments requested clarification, 
including examples of what constitutes 
a valid data base. One suggested that 
there is inadequate control over the 
quality of the data going into a data 
base. 

The agency recognizes the limitations 
of data bases. Data bases, as they apply 
to relative claims, are intended to be 
used to determine representative values 
for nutrients in a particular type of food 
for the purpose of determining nutrient 
differences on which to base e claim. 
They are not intended to provide all- 
inclusive nutrient values, such as 
nutrient values for potato chips cooked 
in a variety of oils. The agency 
recognizes that while published data 
bases, by their nature, are often not up- 
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to-date, they do provide a reference that 
is readily available. PMher, the agency 
advises that while USDA’s Handbook 8 
(Ref. 24) was cited in the propOSai as an 
example of an acceptable data base, it is 
not the only data base available for use 
as a reference for relative claims. 

On Juty 23,1992, the agency 
published (57 F’R 327Q8) e notice of 
availability of a drafi document entitled 
“Nutrition Labeling Manual, A Guide 
for Developing and Using Data Bases.” 
This draft manual has now been subject 
to review and comment and is being 
made available in final form with the 
publication of the regulations. ‘I$is 
manual details the parameters that the 
agency believes to be appropriate for 
data bases used for nutrition labeling. 
Because the use of descriptive terms is 
dir&&y related to these samei nutrient 
values, data derived from data bases, as 
described in this manual, would he 
a 
P 

propriate for use as a basis for :relative 
c aims. 

203. Some comments aaid that 
products that have been improved in 
order to bear nutrient content claims, 
especially those meetfng the definition 
of “light,” should not be included iti 
data for reference values to be used as 
the basis for claims. They stated that if 
nutrient values of improved products 
were included, some improved mducts 
would eventually be di ualiA 
bearing claims because 3 

eii from 
e data base 

would change aa additional modified 
products become available. 

The agen believes that all iti 
L 

ved 
foods, inclu * thorn that bear ” rim ‘@t” 
claims, should ba considered when 
deriving appropriate r&mace foods on 
which to base claims. To the extent that 
the claim is baaed on a ieferance food 
that is re 
of food, P 

resent&m of a particular type 
or the claim to not be f&lee or 

misleading, the reference food should 
fairly reflect the market. Thus, the effect 
of im roved fooda on the market must 
be re ii! ected in the retbren~ food. The 
agency agrees that this position may 
well result in a progression of the 
overall nutrient values of marketed 
foods in a direction that is consistent 
with dietary guidelines, but this result 
is consistent with the 1990 
amendments. 

204. Some comments specifically 
supported basing wrns on a 
compaxiaon of diesimilar products 
within a product category, e. ., potato 
chips to pretzels. They aaid t%a t without 
the ability to make such claims, them 
would be DO ince&ve for the industry 

0nthedlffemnceinamoJurtofa 
nutrient in disaim%r products, such as 

a potato chip compared to a p&l, but 
that such claims should be limited to 
comparisons between similar products 
(potato chips to potato chips). 

One comment stated that comparisons 
between dissimilar products could 
result in consumer confusion and would 
increase the possibility of midecrdlng 
claiins. The comment said that 
Jonsumers view a “25 percent less fat” 
claim as a comparison to another 
version of the same type of food as the 
food that bears the claim. It went on to 
say fhat unless all products of a 
particular type [e.g., pretzels) make the 
same claim, consumers quid be misled 
into thinking that products making the 
claim are nutritionally superior to those 
that do not, despite the fact that such 
claims refer to a different type of food. 
The comment suggested that if cross- 
fbod corn arisons are permitted, 
additiona ‘i restraints on their use are 
needed. As an example, the comment 
asked whether a “reduced sodium” 
claim could be made for pretzels simply 
because they contained 25 percent less 
sodium *an potato chips. The comment 
stated that using the term “reduced” to 
represent such a comparison could 
mislead consumers. - 

The agencv ha’s evaluated these 
comments &d is con\iincad that 
compapisons using the terms “light” and 
“redu~d” are on1 appropriate for use 
in comparing simi ar foods, e.g., a r 
reformulated version of a 
manuf&turer’s product to the original 
product (potato chips to potato chips). 
These terms say that there has been a 
change in the level of a nutrient fn a 
given food and, therefore, are only 
appropriate to reffect actual changes in 
tie level of a nutrient. Thus, they are 
not appropriate for use to reflect 
dif&ences between two dissimilar 
foods (pretzels to potato chi s). 

The term “less, on the o & er hand, 
can have the same connotation as 
“reduced” and “light,” or it can deiote 
the existence of a difference between 
two products without implying that 
there has been a change in nutrient level 
in the 

P 
mduct that beara the term. For 

examp e, a “reduced” claim would 
clearly be misleading under section 
403(a) of the act if it were used on the 
label of a pretzel to describe that the 
pretzel had 25 percent less fat thap 
potato chips if there had been no change 
to the 

P 
retzel to achieve the difference 

in the eve1 of the nutrient, and the 
pretzel b&&g the claim was no 
different than other pretzels. .cki the 
other hand, the agency is also convinced 
that compa&ons betw* pro&@ that 
are diaaimiw but within the same 
product category, and that can g&rally 
be substituted for one another in the 

diet, are useful to point out .altemative 
food choices. This type of comparison 
can provide the consumer with valuable I 
information useful in making food 
selections to achieve a diet consistent 
with dietary guidelines. 

The agency does not believe that the 
consumer will be led to believe that 
claims compa ’ 
are applicable on Y 

disaimtlar products 
y to the brand bearing 

the claim because the use of the claim 
with the reference food, e.g., “25 
percent less fat than potato chips,” will 
adequately characterize the claim. 
Accordingly, the agericy in new 
S 101,13(j1(l)(i)(A) is providing that the 
term “less” may be used to compare 
dissimilar foods within a product 
category, and in new § 101.13(j)(l)(i)(B) 
is limiting the reference foods for. 
“light” and “reduced” claims to, 
products similar to the 
the claim (e.g.,-potato c K 

mduct bearing 

chips). 
ips to potato 

In addition, the agency points otit that 
the 1990 amendments repeatedly state 
that claims provided for in this 
regulation and other regulations 

t 
romulgated under this statute must not 
e misleading (e.g., section 

403(r)(2I(A)(vi) of the act and section 
3Ml)(A)liii) of the IS90 amendmen&). 
In these regulations, FDA has attempted I 
to provide clear guidance to 
manufacturers on how to state claims 
and on what fuods are appropriate as 
reference foods. However, these 
provisions do not mandate 

7 
ret&e 

phrasing for each permisaib e claim. 
Particularly for use of dissimilar foods 
as reference foods, the regulation does 
not specify what “product category” 
means. The agenoy has intentionally 
used a flexible standard. This flexibility 
is intended to facilitate useful 
comparisons on fooda that are generally 
interchangeable in the diet (for mple, 
“apples have less fat than potato chips”) 
while prohibiting meaningless or 
misleading claims. As a Lonsequenc8, 
manufacturers will have to use 
judgment in developing claims to 
ensure that the claims coin 
regulations and are not mie P 

ly with the 
eading 

under section 403(a) of the act. The 
agency advises that it will determine on 
a case-by-case basis whether a claim is 
misleading because ita overall context or 
presentation is misleading. 

205. Several comments stated that in 
addition to using the nutrient values of 
a manufacturer’s own brand of food as 
a basis for a “mduced” or “less” claim, 
similar claims should also be permitted 
based on comparisons of the 

cr 
roduct to 

.tmothlp man tahtweds bran ofthe 
same fini, In addition, comments stated 
*at a reco&nized regional or national 
brand, with a significant market share, 
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that is competitive to the product 
making the dlaim should also be an 
appropriate reference food for 
“reduced” or “less” claims. They said 
that allowing for brand-to-brand 
comparisons would provide incentives 
for development of new products 
consistent with die 

?iY The agency has ev 
guidelines. 

uated thesa 
comments and has determined that use 
of a competitor’s roduct as a reference 
food ‘for “redu CJ ” and “less” claim:; 
could be appropriate if done in a 
nonmisleading manner. A competitor’s 
product used for comparison should be 
an accurate reflection of the products 
competing with the labeled product. 
Using a brand of product that is 
markedly different from the typical 
foods ofthe t 8 that includes the 
labeled food El a great potential to 
result in a misleading claim. The agency 
would not, however, consider 
comparisons between the labeled 
product and competing products of the 
type with which the consumer is 
familiar (e.g., a market leader] to be 
misleading under section 403(a) of tbe 
act unless the competing product is 
significantly dissimilar in its nutritional 
attributes. 

Accordingly, the agency&-providing 
in new ~101.13(jl~l)[ii)[A~that for . 
relative claims other than “light,” 
another manufacturer’s product may be 
used as a reference food. 

206. A few comments s ested that 
products that had previous y been 7 
offered for sale but are not currently 
being sold should be considered 
appropriate reference foods for 

r 
roducts 

bearing “reduced” and “less” c aims. 
Comments su 
product shou 18 

gested that such a 
d be useable as a reference 

food for up to 6 months or 1 year afielr 
being taken off the market. 

The agency agrees that it would no! be 
misleading to highh 

t 
t changes in the 

formulation of the la eled food, even 
though the old version of the product is 
not being marketed. Such claims could 
be used to point out changes in the level 
of a nutrient in the new product that 
would assist consumers in maintaining 
healthy dietary practices. However, FDA 
believes that such comparisons to 
discontinued products should be 
limited. The agency advises that it 
would not consider comparisons to such 
pmducts misleading, provided the 
labeling for FDA regulated products is 
attached to that product no more than 
6 month s after the product haa been 
disconti nted from the product line. Any 
such COI tparisons after that time would 
be misle ding because of the absence of 
the old “regular product” for which the 
new product is a substitute. As tbe new 
product replaces the old product, the 

new product becomes the 
manufacturer’s regular product, thus 
eliminating the old product as an 
alternative food choice. Without this 
alternative choice, the corn arisen 
becomes meaningless. In a i dition, the 
agency points out that similar time 
restrictions are appropriate when 
comparing a Meled product with a 
competitor’s product. In the event that 
a competitor discontinued a product, 
the a ency believes that claims using 
that ood as a reference would also only f 
be appropriate for 6 months after 
discontinuation of the product. After 
that time such claims would no longer 
be valid because the old product would 
have become unavailable for consumers 
either to purchase or to compare. 
b. Reference foods or “added,” 
“enriched, ” and “ ortified” / 

As discussed in comment 200 of this 
document, the agency is providing for 
the additional terms “added,” 
“enriched,” and “fortified” (referred to 
collectively for purposes of this 
discussion as “added”), which will have 
the same quantitative definition as the 
term “more.” 

The agency believes that the 
difference in meaning between 
“reduced” and “less.” discussed above, 
also exists between “added” and 
“more.” Comparison of the level of a 
nutrient between two dissimilar foods 
using the word “added” is misleading 
because the term “added” implies that 
the labeled food is the same as the 
reference food except for the addition of 
the nutrient. On the other hand, like 
“less,” the term “more” would not 
necessarily be misleading in a 
comparison of two dissimilar foods 
within a product category that can 
generally be substituted for one another 
in the diet. The term “more” states that 
there is a difference between the two 
foods but does not imply that difference 
is a result of modification of the food 
bearing the term. Accordingly, the 
agency is reflecting this distinction in 
new I lOl.l3(j)(l)(i). 
c. Reference foods for “light” producti 

In the general principles proposal (56 
F’R 60421 at 60445 through 60446). FDA 
proposed that an “industry-wide norm” 
be the only reference for “light” claims. 
The agency said that because of the 
special nature of this term, the reference 
should take into account all foods of a 
particular product class so as to provide 
the broadest base and the least 
opportunity for abuse of the term, The 
general principles proposal defined an 
industry-wide norm as “a composite 
value weighted according to a national 
market share on a unit or tannage basis 

of all the foods of the same type as the 
food for which the claim is made.” 

207. A few comments agreed with the 
concept of an industry-wide norm, 
saying that maintaining a high standard 
for the reference for “light” claims 
would ensure the term’s utiht 
such claims would not be r 

, and that 
mis eading. 

Howmx, am omhtiq n#mity of 
the comments that addressed the issue 
forcef$ly disagreed with this concept, 
especially since the industry-wide norm 
was the only basis proposed for “light” 
claims. The comments said that the 
standard of an industry-wide norm was 
ambiguous and could lead to erroneous 
comparisons between foods because of 
the difficulty in dariving such values. 
Some comments asked who was going 
to derive the indus -wide norm, while 

t.ii others, recognizing at manufacturers 
were responsible For label information, 
said that because of the difficulty in 
deriving the industry-wide norm, 
different manufacturers were likely to 
reach different nutrient valuesfor 
similar fo,ods. The comments said that 
the industry-wide norm was: (1) Too 
complicated to derive because it 
encompassed 100 percent of the foods of 
a particular t 

9p” 
i (2) excaasively 

restrictive; an ‘,[3) prohibitively 
expensive heceuse of ‘the coat involved 
in obtaining all the necessary marketing 
and nutrition. information. The 
comments went on to say that en 
‘industry-wide norm is impractical 
because of frequently changing 
formulations, variations in products 
from region to region, and wide 
variations within certain foodtypes 
even within a region. 

The agency has reviewed the 
comments and has concluded that 
requiring use of an industry-wide norm 
as proposed would be impracticable 
because of the amount of data needed to 
include 100 percent of the foods of a 
particular type, because such data are 
not always available and because of 
frequently changing formulations and 
product variation. In addition, the 
agency acknowledges that the cost of 
acquiring such data would be very high. 
Accordingly, the agency finds that using 
the proposed industry-wide norm as a 
reference~is unworkable and is deleting 
the requirement from new 
S 101.13(j)(l)(i). 

However, because an industry-wide 
norm wasproposed as the sole reference 
for products making “light” claims, as 
explained in response to the comments 
that follow, the agency has developed 
alternative references for “light” foods. 

208. Several comments suggested that 
a manufacturer’s own brand or another 
version of the food from a different 
manufacturer or competitor should be 
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an acceptable reference food for a 
“light” claim. They said that this 
reference food is appropriate especially 
when the labeled food was a “light” 
version of an existing product. 

The agency disagrees. As stated in the 
proposal, FDA believes that for “light” 
claims, comparisons to a single food in 
a product class may be misleading, 
particularly when the reference food 
differs significantly from the norm for 
the product class and contains the 
nutrient at a level that is at the extreme 
end of the range for the product, e.g., 
deluxe chocolate chip cookies. Using 
such a single product as a reference for 
a “light” claim would result in skewed 
comparisons in which a product that 
would normally be considered average 
for the product type could qualify to 
make a “light” claim. Clearly such a 
claim would be misleading to a 
consumer who, based on it, concludes 
that the labeled product has 50 percent 
less fat or one-third fewer calories, than 
similar foods of the same type. 

Because the comments did not 
’ provide information to persuade the 

agency that a provision permitting use 
of single foods as references for “light” 
claims will not result in misleading 
claims, the agency does not consider a 
manufacturer’s own product to ble an 
appropriate reference food for a “light” 
claim. 

209. A few comments stated thiat the 
reference for “light” should be based on 
a market basket norm or a less 
comprehensive version of the industry- 
wide norm, e.g., 70 percent of market 
volume instead of 100 percent of the 
product. 

Although these alternatives are less 
comprehensive than the 100 percent of 
the market share based industry-wide 
norm, they still present problems, in 
their derivation, either because the 
marketing data collection and nutrient 
analyses are expensive especially for 
small manufacturers, or because they 
are almost as difficult to derive as the 
industry-wide norm. Therefore, the 
agency concludes that such a 
comprehensive standard is too 
burdensome to be required as a 
reference food for products bearing the 
term “light” and will, therefore, not 
compel manufacturers to use such a 
high standard for a reference. However, 
the agency believes that these composite 
values would in”all likelihood be 
representative of the market and thus 
would be an appro riate representative 
reference for a pro 1 uct bearing the term 
“light.” While the agency is not 
requiring these specific references;. it 
encourages manufacturers to use them 
where feasible4 . ’ 

210. Other comments stated that 
values from a valid data base would be 
appropriate references for “light” 
claims. 

It is possible that nutrient levels from 
a data base can provide the appropriate 
reference against which “light” 
comparisons could be made. A data base 
is an appropriate reference if it is 
representative of the nutrient values for 
foods that are similar to the food for 
which the claim is being made and that 
are currently on the market (see 
Nutrition Labeling Manual, A Guide for 
Developing and Using Data Bases). 
However, the agency cautions that 
broader, general data bases such as 
USDA Handbook 8 (Ref. 24) may not be 
representative of a single food because 
they may not represent the current 
market, es 

P 
ecially when such data are 

for a rapid y changing food category 
such as bakery products or snack foods. 
Therefore, such data bases should be 
used with caution. 

211. Several comments suggested 
other types of references for use with 
“light” claims, such as a leading 
national brand (e.g., one of the top three 
brands or a brand with 3 percent or 
more of the market share). or a top 
regional brand (for that region only). 
Comments noted that there needs to be 
a reference for manufacturers to use 
who only sell “light” products. 

As discussed in comments 209 and 
210 of this document, FDA is concerned 
that when a “light” claim is made, it be 
based on a reduction in the amount of 
the nutrient in the product compared to 
the level of that nutrient in a reference 
food that is accurately reflective of the 
foods of that specific type of food on the 
market. For example, if a “light” claim 
were made on chocolate ice cream, the 
agency would expect that reference the 
nutrient levels would not be derived 
exclusively or disproportionately from 
nutrient values from high fat or 
premium chocolate ice creams. Such a 
claim would clearly be misleading. 

To the extent that values such as 
those suggested in the comments are 
representative of the market place, they 
would be appropriate references for 
“light” products. The leading national 
or regional brand also might be an 
appropriate reference food if the food is 
firmly and convincingly established as 
the market leader. However, if there 
were two market leaders with widely 
different nutrient profiles, selecting the 
one with the slightly higher market 
share for comparison could be 
misleading. 

In summary, the age,ncy has 
determined that any food or group of 
foods would be ap ropriate as a 
reference for a “Ii gK t” product if their 

nutrient levels are convincingly 
reflective of a broad base of foods of the 
type that includes the product bearing 
the claim. Accordingly, the agency is 
revising new f lOl.lJ(j)(l)(ii)(A) to 
provide that the reference for a “light” 
claim must be nutrient values for a food 
or group of foods whose nutrient values 
are accurately representative of a breed 
base of individual foods of the same 
type as that bearing the claim, e.g., an 
average value determined from the top 
three national (or regional) brands of the 
food, a market basket norm, or from a 
re resentative valid data base. 

K owever, when claims are basedon 
reference nutrient yalues derived from 
one*of a variety of squrces, most of 
which may be unknown or generally 
unavailable to the average consumer, 
the agency is concerned that in order for 
consumers to fully understand such 
claims, the basis upon which the 
reference nutrient values are derived be 
available to consumers on request. 
Individuai reference foods are identified 
with the claim and thus the reference 
nutrient value derived from that food 
would be auailable by checking its 
nutrition labeling. In contrast, broad 
based reference nutrient values derived 
form average values, market basket 
norms. data bases, and similar sources 
are not ordinarily readily available to 
the public. Therefore, to fully inform 
consumers, firms that use a broad based 
reference nutrient value as a basis for a 
claim must be prepared to make 
information on how they derived the 
reference nutrient value available to 
consumers on request. In addition, the 
information must also be made available 
to appropriate regulatory officials on 
request. This additional requirement 
will assist regulatory officials in 
determining compliance with the 
requirements for appropriate reference 
nutrient values for products bearing a 
claim to ensure the claim is not false or 
misleading. Accordingly, the agency is 
providing for this requirement in new 
$lOl.l3(j)(l)(ii)(A). 
5. Accompanying information 

In the general principles proposal (56 
FR 60421 at 60446). the agency stated 
that relative claims would he misleading 
unless they are accompanied by certain 
material facts that are necessary for 
consumers to understand the 
comparisons that are being made. The 
agency tentatively concluded that the 
percent~and amount of difference of a 
nutrient in the labeled product 
compared to the reference food are 
material facts under sections 403(a) and 
201(n) of the act. The agency proposed 
that this information accompany the 
relative claim that is inthe most 



prominent.locatinn. The age- a& 
proposed thst this information be in 
type size no less Pan one-hartthe sizt 
of the claim but no less than one- 
sixteenth of an inch. 

212. A number of comments agreed 
with the proposed zwq~iremmt that for 
a food to bear a r&t&a claim, the 
product ta which the food Is being 
compared must be identified cm the 
label. They said that naming the 
reference food provides Informati~a 
about the basis on w&h the claim izr 
made and makes the other required 
information relevant. In addition, a 
majority ofthe comments agree#I that 
the percentage (or tic&$ tbt a 
nutrient in a prcyduc! is che;liged shotild 
also be stated, However, a few 
cornmanta stated that plane of this type 
of information was titlcssa;esy. 

Because the tat&r wments did not 
present information to support their 
assertiori, the agenizy concludes. that 
consistent with the proposal, the 
percentage difference of the nutrient 
compared to a refartmce food and the 
identity of the reference food are facts 
material to the claim under section 
201(n) of the act. Without this 
information the con-mot fully 
evaluate the olaEm or unksbn&he 
utility of the food that bears the claim 
in maintaining healthy dietary practices. 
Therefore, a claim withcmt.de&ration 
of the percentegedif and ihe 
identity of the reFerence food would be 
misleading under section 403(a) of the 
act. Accordingly, the agency is retaining 
this requirement. 

213. The comments were less in 
agreenrent regarding the necessity of 
retaining information about the amount 
of the nutrient in the product comparad 
to the amoulit in the rsferencs food. 
Although many comments agreed that 
this information was useful in assisting 
a consumer to evaluate the claim and ‘to 
understand the role of the food in 
maintaining healthy dietary practices, 
many felt that Ihe information was not 
necessary because it could be 
ascertained from other information on 
the label, such as the percentage that the 
nutrient in the labeled food was 
different from that in the reference food. 
Others stated that the amount of the 
nutrient in the labeled food compared to 
the amount in the reference food was 
redundant of the inbrcnation indirectly 
provided by the minimum difference in 
the amount of the nutrient that must be 
achieved for the food to qualify to bear 
the claim. 

The agency has reviewed theti 
comments. FDA finds that a antitat:ve 
co: L parison bet-n the laba Iid food 
an a the reference food is nut a 
redundant requirement First, as 

explalkred tn comma& IS8 and 179 of 
this document, the agency is not 
retaining the requirement of a minimum 
absolute reduction from the reference 
food because the agency has concluded 
that such,a requirement is not necessary 
to ensure the validity of &he cfaim and 
would ealy s8rve UIneFs 
of useful giblet try, 2he 
amount that the nuti& has M 
reduced will not be redundant of the 
definition of the cl&n. In addition, the 
amount of the nutrient in a food 
compared to the mf&ence food is not 
readily discerr&& from the other 
information on the label but would be 
attainable only by a mathematical 
cahxltion using the percentage 
reduction and the nutrition information. 
Consequently, the agent concludes 
that the stated amount o Y the nutrient in 
the labeled prod& compared to the 
amount in the reference food is 
necessary for consumers to fully and 
easily e-valuate and understand these 
claims and for it to be useful to them in 
maintaining healthy dietary practices. 
Therefore, the agency is retaining this 
requirement, 

214. Several comments agreed with 
the proposed wq&ement that the 
accompanying LformatTon be adjacent 
to th6 most prominent claim. However, 
others disagreed, S&ne stated that the 
accompanying inform&on should 
appear wh&evtn the &im is made. ‘A 
few comments suggested that it shauld 
be permitted to be located next to any 
claim. Others objected to any specific 
provisions and recommended that there 
be a general requirement that 
accompanying information appear 
pmminently and conspicuously. Still 
tithers Stated that the information could 
be piaced on the information panel with 
a notation, for example an asterisk, on 
the PDP to encourage consumers to turn 
the package to the information panel for 
the accompanying information. 

A larger number of comments took a 
different a 

1 
preach and suggested that 

raquiring eclaration of the absolute 
amounts of the nutrient in addition to 
the identity of the reference food and 
the percentage difference in the nutrient 
between the two foods resulted in too 
much information being required to 
directly accompany the claim. They 
stated that this information adds to label 
clutter on the PDP. Comments said that 
this provision would make it difficult, if 
not impossible, to provide information 
necessary to market the product, 
especially for multi-language labels. 
They suggested that all or part of this 
information, partidularly the absolute 
amount of the nutrient in the product 
corn ared to the reference food, should 
be p f aced on the information panel. On 

the other kcxnd, &er comments 
suggested that the%nount d the 
nutrient in the labeled food compared to 
the reference food was more important 
than the other accompanying 
information, and it should ba retained 
on the PDF. 

The agen$y has reviewed these 
commas z&nd has ~nsfbred P;e 
proposed requirement that 811 the 
accompanying fsformation be next to 
the most pmminwrt claim. FDA 
evaluated tha need for each of the three 
components of the explanatory 
information bor the consumer to 
understand the claim at the point of 

Ii 
urrzhase and has concluded that 
ecnuse the telatfve claim describes a 

difference in nutriat content between 
two foods. the identity. of ea& food is 
essential for the consumer to 
understand the claim. In addition, a 
description of the difference in nutrient 
content between the two foods is 
neaded with the claim because such a 
description actually defines the relative 
claim. The agency concludes that tbe 
most readily understood descri tion of 
the difference between two fo ox s is the 
percentage difference. Therefore, the 
percentago ditice in content of tho 
nutrient appmpriately appsaz% with the 
claim. Accordingly, new 5 101.13(j)(Z)(i) 
of the final 

7 
ulation requires 

declaration o the identity of the 
reference food and the percentage 
difference in content of the nutrient to 
accompany the most prominent relative 
claim on the PDP. 

However, FDA concludes that the 
declaration of the absolute amount of 
the nufrient in each of the two foods 
provides the type of quantitative 
information that generally appears on 
the information panel, snd that, 
therefore, the absolute amount 
declaration need not dire&y 
accompany the claim. In fact, while the 
absolute amount declaration is a 
material fact under section 201(n) of the 
act, FDA finds that it is consistent with 
the scheme in section 403(r)(2) of the act 
to place this information on the 
information panel in conjunction with 
nutrition labf9ling. Specifically, if a food 
that bears a nutrient content claim 
contains another nutrient in an amount 
that exceeds* the applicable disclosure 
levei, section 403(r)(Z)(B)fii) of the act 
requires that that nutrient be 
highlighted in conjunctipn with the 
claim, and thet the consumer be referred 
to the information panel for quantitative 
information about that nutrient. Here, 
analogously, the comparative percentage 
differences are to be set Forth with the 
relative claim, and the referral statement 
will guide the consumer to the 
information panel for the relevant 
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quantitative comparison. Accardingly, 
FDA has revised new f lOl.l3(j)(2)(iv) 
to permit declaration of the absolute 
amount of the nutrient in each food on 
the information panel. Of course, a 
manufacturer is fr8e to place this 
information in direct proximity with the 
claim. 

FDA disagrees with comments that 
requested that all accompany@+ 
information be declared with the claim 
each time it is stated on the label. In the 
general principles 
tentativelv conclu f 

reposal, the agency 
ed that the consumer 

will likely read the most prominent 
claim at the point of purchase, and that 
if the essential information is declared 
near that claim, the consumer will 
receive adequate explanation of the 
meaning of the claim. 

The comments did not explain why 
this presentation is inadequate. In 
addition, requiring that accompanying 
information appear with every claim 
would add considerably to label clutter. 
FDA agrees with the many comm8nts 
that stressed that label clutter should be 
minimized to the extent possible. The 
agency concludes that 

Yil 
uiri~g that the 

information accompany 6 cleim each 
time it appears would reduce the 
readabflity of the label while providing 
no‘additional information. Therefore, 
the agency is not adopting such a 
re uirement. 

1. mally, FDA concludes that requiring 
a&asterisk on the PDP to guide the 
consumer to the amount of nutrient 
information on the information panel is 
not necessary. The referral statement 
required to accompany all nutrient 
content claims (new 3 101.13(g]) will be 
on the label and will direct the 
consumer to the information panel, 
Additional referrals to the information 
panel would be redundant. 

215. One comment stated that while 
? the percentage the nutrient differs 

compamd to the reference food and the 
referral statements were appropriate for 
single nutrient claims, this same 
information for multiple claims would 
clutter the PDP. 

The agency recognizes that multiple 
claims would require more information 
on the PDP. However, because the 
absolute amount of the nutrient 
compared to the reference food will no 
longer be required to be on the F’DP, and 
because S 101.13(g) requires that there 
be only a single referral statement when 
multiple claims are made on the same 
panel, the label information required to 
be on that panel is considerably 
lessened. In addition, although not 
required, a single reference food will 
likely be used when multiple claims are 
made on a particular product. Use of the 
same reference food will considerably 

reduce the amount of information on the 
label. In addition, in light of the changes 
that the agency is making in thisfinal 
rule, the percentage that the nutrient has 
been changed will often be part of the 
claim, e.g.. “25 ercent m&reed fat 
cheese cake.” T R erefore, the agency 
concludes that no additional chtmges in 
declaration requirements sm necessary 
for multiple nutrient claims. 

216. Several comments suggested that 
the percentage declaration that 
accompanies the claim be in the same 
t pe size, style, and color as the rest of 
x 8 claim. However, many other 
comments suggested that the proposed 
t 
dy 

pe size requirement would make the 
eclaration too large and would leave 

insufficient label space to effectively 
convey information about the product. 
To substantiatethis contention, the 
comments provided mock ups of labels 
showing how the t 
would lead to labe T 

pe size requirements 
clutter. They 

re uested that the t 
b e agency cons1 ered these P 

e size be reduced. 

comments and examined the label 
examples that were submitted. As a 
result, th8 ag8n 
convinced that 3 

has become 
e type size 

x8 
8 

uirements for accompanying 
in ormation may so crowd the PDP that 
manufacturers may not be able to 
effectively communicate needed 
information to the consumer. Therefore, 
the agency has determined that a 
different type size requirement is 
appropriate for this information. 
Because the accompanying information 
is adjacent to (although pwceding) the 
referral statement and, like the referral 
statement, is used to clarify the claim, 
the agency concludes that the 
accompanying information should be 
subject to the same t 
requirements that it hn, 

e size and style 
as prescribed for 

the referral statement. Therefore, the 
agency in new § 101,13(j)(2)(ii) is cross- 
referencing the type size requirements 
in new S 101.13(g)(l) for referral 
statements. Thus, the accompanying 
information will be in the type size 
required by 5 101.105(i) for net contents 
declaration or one-half the size of the 
claim. as appropriate, but in no case less 
than one-sixt88nth inch. 

217. A few comments suggested that 
the labeling disclaimers for substitute 
foods that do not have the same 
pertormance characteristics as the 
original food, e.g., “Not for use in 
cooking,” be required on foods that bear 
“light” claims as well those that bear 
“teduced” claims. 

The agency advises that the 
requirement for performance 
characteristic labeling for substitute 
foods applies to all foods that bear 
claims that they may be used 

interchangeably with another food. 
Therefore, the disclaimer r uirement in 
5 101.13(d) will apply equal y to any 7 
food in which a nutrient level has been 
changed and that bars a nutrient 
content claim including “free,” “low,” 
“reduced,” “ less” (or “fewer”), “light,” 
“more,” and %dd8d.” 
6. Modified 

216. Of those commenting on the term 
“modified,” most agmed with the 
proposed us8 of the term. However, one 
comm8nt stated that the term 
“modified” does not explain whether . 
the nutrient has hen reduced or 
augmented. Another comment suggested ’ 
that the word “modified” used to 
compare dissimilar products would be 
misleading and recommended that 
foods bearing the term “modified” as 
part of the statement of identity not be 
allowed to use a dissimilar food as 
reference food. It said that a food 
labeled “modified” should be required 
to be actually changed as compared to 
other foods of its type. A few comments 
said that “modified” should be used 
only to distinguish chemical changes in 
a food or to refer to the nutrient 
charactw of the food (e.g., “modified 
fat” or “modified food starch”), not to 
a change in the amount of a nutrient. A 
comment suggested that “‘adjusted” 
should be used inst8ed of “modified.” 
Another comment suggested that the 
term “modified” was unattractive for 
marketing purposes. 

The agency points out that the term 
“modified” is not meant to be used , 
alone, nor was the term meant to be 
used to describe products that had not 
been altered. Therefore, as discussed in 
comment 204 of this document, the term 
will not be permitted based on a 
corn 

A B 
a&on- to a dissimilar product. 
ditionallv. because the word 

“modified” reiiects a change +I the 
food, the reference food usea for the 
“modified” would be one that was 
appropriate for a “reduced” or “added” 
claims. For example, a modified fat 
cheddar cheese would have as its 
reference a full fat vsrsion of cheddar 
cheese, not some other cheese. 

The comment suggesting “adjusted” 
did not provide any basis to believe that 
this term is more useful as part of the 

statement of identity to reflect a change 
in a food than is the term “modified.” 
In addition, the agency is not persuaded 
that the term “modified” is an 
inappropriate term’to reflect nutrient 
changes in a food, or that it should be 
limited only to uses describing changes 
in the chemical nature of a food or in 
the character of the food, such as 
“modified food starch.” Accordingly, 
the agency is not amending its pmvision 



for the term “mod%d*’ and is retaJn%rlg 
the c&&a aS proposed in 5 101.13&I. 
D. Implied cinims 

In the general principles proposal (56 
FR 6~121 at 604?3), FDA proposed to 
defirie an &mpJJed nntrJent content 
claim a5 any &aim that desWJbeS the 
food or an Jngredient therein in sn13b a 
manner that leads a consumer to asf+mne 
that a nutrignt is absent or present in a 
certain amount (e-g., “J&b in oat bran”l, 
or that the W lfgoaorarr of JtS nutrJeni 
content, msy be &3@nJ Jn acJ&evJng a 
total diet @at conbrr@s to current 

statements Such as “‘umtaJn6 oat bran” 
are not intended to be nutrient content 
claims but are Wended to advise 
cm5umem~t the nature~f certain 
Jngredients. LtkeMse, tJnr sesacy said 
that 6tatern0nt6 that a p&cular 
ingredient ctmsW+s of the 

reasoned &tans Sir&as “con%aJns 
no pMmFsr’ cu&&&ot be 
chfu7sWhd es nutdent amtent cJaim6 
because they do not &ate to nutrients 
of the type addressed Jn nutrition 
label@. 

The agency requested comments on 
how to draw an aapro@& JJne 
between irqJJied ml- contmlt 
claims and ingredient and otJmr label 
claims. The agency did not proJx~ 
regulation6 that autJzo&ed specific 
implied cJsJmS. However, it SoJJcited 
comment6 concenling criteria for 
evaluating whether implied claims are 
appropriate and n&misleading, as well 
as information on specific implied 
claims. TJm agency safd that if it 
received sufJIcJent information in 
comments, it wouJd consJ’der providing 
for specific imp&d claJm6 in the fhml 
regulation. TJre agen 

uiz 
said &at, 

aJternatively, it wo defer action on 
implied claJms u&l efter the 
NhldCh~~Uidttythe19~ 
amendment6 is cornpJete and would 
then consider JndJviduaJ implied claims 
through the petition process on a casB 
by-case basis. 
1. General 

219. The agency recehd a wide 
variety of comments on &a&Jztcmld 
constitute an t 
claim, and on 

5JKmJd bake tu l‘egukte lasd! CJtlime. 
Some commanWted that FDA muSt 
maintain s&t 4xmtrol of Claims made 
ml 

?El 
d JebeJS In order to prevent 

mis ding nutrJent content &ma and 
subsequent consumer confusion. 
&lother wln~nt sw%d that the qpncy 

act, it is i&unibant on the agency to 
de&e &itb ~~JJioihy, and tJrrou& 
rulem~, z e 6tandardS by wh&zh 
implied &ims will be jud@. Other 
comments provided e wJde veriety of 
suggestions, discussed in detail beJow, 
as to whet sho&J constitute an implied 
nutrient content cia-im, what sheuJd not 
constitute euch a cJaJm, and v&at, if 

the gent& m#sbra%dtngjmWtsi83n d 
seetron eO3Ial of the act. One ofthe6e 
comments asserted tbet whether a label 
statement Js an im tied nutrient content 
claim can anJy be !i ~rmJned on a case- 
by-case basJs in which the context of the 
entire label is con&kered. The comment 
stated that it is hJ&Jy JmplausibJe to 
id&%& 6pedGc words that will always 
constitute implied cJaJms. Some 
comments supported su& a case-by 
case approa& on the grounds that a 
blanket JxohibitJon of ingredient claims 
that constitute implied nutrient content 
claims would prohibit the presentation 
of truthful labeling Stetements l 

concerning the content or a food 
product, Another comment stated that 
affording manufact~rer6 wide Latitude in 
language would bstter serve to educate 
consumers about nutrition and the 
nutrJent content of food, because *y 
would not Jxxome bored with and 
disregard 8 Jim&d number of re~3etitJve 
descriptors. 

TbeagMGy~withthose 
comments &at said that im lied claims 
should be prohibited and a l!L with 
those that suggested that all tm Jied 
claims should be regulated un cr er 
sectian 4t?#4 iuutuad of 463(x) of the 
act. me Jangaluga ofthf$ sqfltute and th% 
legidative hlaawy m&e cJear that 

im@d a&&art orWent &t&t6 are 
SUbpEt to th% nutrienp,e cbdm5 
regime. section 4tEHTKOW3 Uf Bhe W 

fl 
ruvld08 that‘ a food fs misbranded ff it 
ears a cJ&m &et “eXfIr366&W by 

implicatmn t&era- the J#MP of a 
nutrJent tmJe;as the 49&m J&ma& in 

that et ieaSt a&me St&men& about 

for tJrese claims. 
However, because of the Jar#e variety ’ 

of statements that can be considered to 
be implied chtims, because of mseurce 
constraints, and beeauee of&e 5trJd 
time&ames under which this 
rulemaking has been accompJJshed, 
FDA Js una& to adopt a CamprehensJve 
set of imp&d nutrient oontent &JmS. 
Interested persons may provJde 
information to the ageu 

x 
with which it 

can deveisp ad&tJonal &&ions, or 
they ma 

: 
Submit 

P 
‘onsrequ35ting 

approva of speci c d&nitJons or brand 
names. 
2. Statement6 that are not implied 
claims 

The agency Jras attsmpted to define as 
many groups of fmplted cl&n6 a~ 
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this final rule. in addition, FDA 
examined the comments carefully to 
identify groups of label statements about 
ingredients and other attributes of foods 
that are not implied nutrient content 
claims. The agency finds that it can 
distinguish several types of statements 
that can be excluded from the 
requirements for nutrient content 
claims. The agency is describing these 
claims in new 5 101.65(b). 
a Statements that facilitate a&dance 

220. Several comments stated that 
some statements of the absence of a 
substance or an ingredient provide 
valuable infarmation to consumers who 
seek to avoid certain substances. The 
comments noted that statement:s such as 
“100 percent milk free” or “contains no 
milk or milk fat” serve primarilg to 
assist those buyers who adhere to 
Kosher dietary laws, or those wlho suffer 
from lactose intolerance, and wish to 
avoid dairy products. Other comments 
noted that statements such as “c:ontains 
no MSG” or “contains no wheat flour” 
provide useful, indeed, sometimes vital, 
information to consumerswho ere 
sensitive to these substances. The 
comment stated that it was not clear 
from the proposal whether these 
ingredient statements would be 
permitted. 

The agency has considered these 
comments and agrees that such 
statements are not nutrient content 
&rims. Statements of the absence of an 
allergen are regulated under f 165.62 (21 
CFR 105.62). which provides for 
labeling of foods for special dietary use 
by reason of the absence of an allergenic 
property. Statements that declare the 
absence of other food components or 
ingredients that are not nutrients of the 
type required to be declared in nutrition 
labeling and that are intended to 
facilitate avoidance of the substance for 
such reasons as food intolerance, 
religious beliefs, or dietary practices 
(such as vegetarianism), e.g., “100 
percent milk free,” are also not nutrient 
content claims. FDA has included new 
0 101.65(b)(l) in its regub&ions to 
recognize this fact. However, the agency 
cautions that such a statement could be 
made in such a way as to connote a 
nutrient content claim. For example, a 
statement such as “contains no milkfat” 
made in context with other label 
information about the benefits of 
reducing fat intake, implies that the 
product is “fat free.” In such a context, 
the statement would be a nutrient 
content claim subject to section 
403(r)(l)(A) of the act. Also. far 
example, claims such aa “no tropical 
oils” or “contains no animal fat” are 
usually made in a conto& that implies 

that the product has little or no 
saturated fat. Therefore, such claims 
would not be avoidance claims under 
the provisions of § 101.65(b)(l) but 
implied “saturated fat free” claims. 
Thus, they would have to meet the 
requirements for such claims. c 
b. Ingredients that do not serve nutritive 
purposes 

221. Several comments stated that 
factual statements about ingredients, by 
their very nature, are not nutrient 
content claims and should be allowed 
on food labels (e.g., “no artificial colors” 
and “contains no preservatives”). One 
comment suggested that this criterion 
should also apply to nonnutritive or 
nutritionally insignificant sweeteners 
such as saccharin. aspartame, and 
acesulfame-K and to the brand name 
Nutra-Sweet. Such claims, the comment 
said, should be accompanied by “not a 
reduced calorie food” if appropriate, 
and the label should provide a 
statement referring specifically to the 
caloric and sugar declarations in 
nutrition lab&g. 

The aeencv continues to believe. as it 
stated inuthebroposal, that claims about 
the absence of certain substances that do 
not function as nutrients, such as 
preservatives and artificial colors, 
provide information important to 
certain consumers but are not nutrient 
content claims because they are not 
claims about the level of a nutrient. 
Consequently, such claims are subject to 
regulation under section 403(a) of the 
act, to ensure that they are truthful and 
not misleading, but not section 493(r). 
Accordingly, the agency is listing in 
new § 101,65(b)(2) as a second class of 
claims that are not nutrient content 
claims, those that are about substances 
that do not have a nutritive function and 
do not substitute for nutritive 
substances, e.g., “contains no 
preservatives” or “no artificial colors.” 

However, FDA does not agree with 
the comment’s suggestion that this 
policy should also apply to label 
statements referring to the presence of 
nonnutritive or nutritionally 
insignificant sweeteners. In the past the 
agency has regulated statements like 
“artificially sweetened” and “sweetened 
with nonnutritive sweetener” as claims 
of special dietary usefulness (5 105.66), 
which in some contexts imply that the 
food is “low calorie” or “reduced 
calorie.” Elsewhere in this issue of the 
Federal Register, in a companion final 
rule on revisions to $105.66 related to 
the nutrisnt content claims regulations 
in this final rule, FDA has discussed its 
policy on label statements that refer to 
the presence of a nutritionally 
insignificant sweetener in a food. In that 

document the agency reiterated its 
position that such claimsere subject to 
either new S 105.66(a) and (b), or (a). 
c. Ingrtidients that provide added value 

222. A few comments stated that 
claims about ingredients that provide 
added value to products convey 
important information about the quality 
of the products and should not be 
considered implied nutrient content 
claims. The comments suggested that 
claims such as “made with butter,” 
“contains buttermilk,” “made with 
whole wheat flour,” “contains real 
fruit,” or “made with natural, not 
processed, cheese” would be examples 
of added value claims. 

The agency agrees that some of these 
claims would be useful as toots for the 
manufacturer to communicate to the 
consumer that the product is of high 
quality because premium or otherwise 
preferred ingredients have been nsed. in 
most instances, statements such as 
“made with butter, ” “made with whole 
fruit,” or “contains honey” would not 
be considered to be a statement about 
the product’s nutrient content. 
Accordingly, in new f 101.65(b)(3) the 
agency is listing c&aims about the 
presence of an ingredient that is 
perceived to edd value to the product, 
such as “made with butter,” “made with 
whole fruit,” or ‘*contains honey,” as 
statements that are not nutrient content 
claims. However, there would be cases, 
such as “made with whole wheat flour.” 
where the added value statement is 
made in such a context that it could 
imply not only that a preferred 
ingredient was used, but also that the 
product contained a certain level ofa 
nutrient (e.g., fiber). Such statements 
would be subject to section 403(r) of the 
act, 
d. Statements of identify 

223. Some comments agreed with 
FDA’s discussion in the proposal that 
factual statements that a particular 
ingredient constitutes 100 percent of the 
food (e.g., 100 percent corn oil or 100 
percent Columbian coffee) are 
statements of identity and not implied 
nutrient content claims. In addition, one 
comment specifically requested that 
FDA clarify that the names of dietary 
supplements (e.g., Vitamin C 
supplements) will not be considered 
im 

f 
lied nutrient content claims. 
he agency concludes that when an 

ingredient constitutes essentially 196 
percent of the food, so that the name of 
the ingredient is the statement of 
identity, the name of the ingredient does 
not constitute an implied nutrient 
content claim. In such circumstances, 
the name of the ingwdfent constitutas 



the corn&n or usual name of the 
product as described in 8 101.5 or the 
identity of the commodity as described 
in $4 101.3. As such it must provide an 
ade 

$ W 
uate description of the-food. 
en the inmedtent is nat associated 

with a nut&to&) benefit, [e.g., ’ 
Colombian coffee), jt is clear that the 
statement of iderrtfty does not imply 
that a nutrient is present or absent in a 
certain amount. When the ingredient is 
associated with a particular nutritional 
benefit fag.. corn oil), declaring its 
presence could imply the presence or 
absence of a nut&t. However. when 
used as the statement of identity, the 
name of the ingredient does not imply 
that the nutrient is resent in a. certain 
amount. Rather, it tf escribes the nature 
of the product and does not specifically 
characterize the le%l of the nutrient, 
Hence, it would ,not be cansidered a 
nutrient content claim. As for the 
comment that the names of dietary 
supplements (e.g:, vitamin C 
supplements) fua usually not nutrient 
content claims. FDA intends to deal 
with this issue in the rulemaking that it 
will conduct under the Dietary 
Su 

lg 
plement Act of 1992. 
ccordi&&,&B n new 

§lol.ss~:t 
ingredient iinot a t 
claim when the ingredient constitutes 

, so that 

The 
agency notes, however, that a statement 
of identity may include an express 
nutrient content claim [see e.g., the fid 
rule on requirements for foods named 
by use of a nutrient content claim and 
a standardized term, published 
elsewhere in this issue,of the Federal 
Register). Such nutrient content claims 
are fully subject to new 5 101.13 and the 
regulations in part 101. subpart D. 

224. Several comments suzzested that 
common names or statementcl;bf identity 
of foods that include terms that relate 
directly or indirectly to the nutrient 
content of.a food (e.g., “oat bran 
muffins”) should be considered implied 
nutrient content claims. Other 
comments suggested that such 
statements are merely statements of the 
characterizing ingredient and should 
not be considered implied nutrient 
content claims. They suggested that “oat 
bran muffin” is not different from 
“carrot spice muffin.” One comment 
stated that truthful statements such as 
these should be assumed to be 
nonmisleading unless there is evidence 
to the contrary and should be permitted 
as part of the statement of identity. 

While FDA ezrees that most 
statements of idventity are statements 
about the character of a food, there are 

a limited number of ~statements of 
identity that contain the name of an 
ingredient that is associated with a 
nutrient or a nutritional bene5t ,and that 
therefore may also be imptied nutrient 
content claims, depending on what 
other statqments are made on&e label 
or in labeling. Examples of such 
st~~~~~ af&mSfy %@t?w bt%“m 
oil margarine, ” “oat bran muf5ns,” and 
“whole grain bread.” The agency w5l 
evaluate such claims on a case-by-case 
basis in the context of the entire Iabet 
and the labeling to determine.whether 
they are nutrient content claims. For 
example, if the labeling of oat bran 
muffins includes a discussion of the 
importance of 5ber in ,&he diet, FDA 
believes that the “oat branmuffins” 
name is an implied claim that the 
muffins are high in fiber. If the labeling 
is devoid af such information, FDA is 
not likely to consider the name to be an 
implied nutrient content claim. 
Accordingly the agency is providing in 
new S 201.65(b)@) that a statement of 
identity that name‘s as a characterizing 
ingredient, an ingredient associated 
with a nutrient ie.g., “corn ,oil 
margarine, ” “oat bran mu@ns.” or 
“whole wheat bagels”) is not an implied 
nutrient co&ant chtim~ u&&s such 
claim is :rna& in a cant& in which 
label or labeling statements, symbols, 
vignettes, or other forms,of 
communication suggest that a nutrient 
is absent or @asenGm a c&tam amount. 

Statements of identitv that are 
provided by a stahdard*of identity 
subject to section 403(r)(g)(c) of the act 
are not subject to definition under 
section 403(r) of the act and are 
therefore not considered nutrient 
content claims. 
e. Statements af special dietary 
usefulness 

225. One comment requested that the 
agency clarify that FDA will not deem 
a statement of spenial dietary usefulness 
made on the label or in labeling of a 
food in accordance with part 105 of 
FDA’s regulations to be an implied 
nutrient content claim solely because it 
represents the food to be far special 
dietary use. 

The agency has considered this 
comment. As stated in the general 
principles proposal (56 FR 60421 at 
60457), FDA views claims on a food 
relative to special dietary needs to be 
different from claims made on a food 
relative to the nutrient content of the 
food. The agency would not consider 
claims made solely to portray the 
usefulness of the food for supplying a 
particular dietary need that exists by 
reason of a physical, physiological, 
pathological, or other condition as 

described in,part ~Eb5 to be a nutrient 
content claims sffbject to new 8 101 13. 
A claim such as “use as part of a weight 
reduction program” in and af itself, 
would nat be constdered to be a nutrient 
content claim. 

Howevar, &era are ‘circumstar%es in 
which a claim tb& a loti is useful in 
a sp&M ,&et 4t%t#&M 
that portrays a nu&Monsl 
food ralative to the getteral population. 
If, for exan+ple, in addition to including 
a claim that ‘t& food was part of a 
weight raduistiun program, the Iabe4 said 
that the food was ‘“low calorie,” or the 
label contained other statements of 
specific nutritional infornMtirm, then 
such stateme 

7 
woul4& subject to the 

requirements ’ or nutitrnt content claims 
because the label contained int%rmation 
directed Mward the, general population. 
Accordingky. the agency is roviding’in 
new fi lOl.tWb)@j that lahe statements 7 
made in compliance with part 105 
solely to note that a food has special 
dietary usefulness relative to a physical, 
physiologica), pathological, or other 
condition where the claim identifies the 
special diet of which the food is 
intended to Be a part,‘is generally not a 
nutrient contentclaim. 
3. Single nutrient implied claims 
Q. Ingredient stiztements 

226. Many comments addressed how 
requirements for implied claims should 
be appiied to ingredient statements like 
“contains oat bran” and “corn ail 
margarine.” Some stated that ingredient 
statements should not, be considered 
implied nutrient content claims. Other 
comments stated that even thdvgh there 
are good reasons for having ingredient 
statements on labels, the fact that a 
declaration is an ingr&hent statement 
does not preclude the possibility that it 
is also an implied claim. Some said that 
claims such as “contains no tropical 
oils” and “made with 100 percent 
vegetable oil” would be misleading to 
consumers who would be led to assume 
that such a product is low in or free 
from saturated fat, when that is often 
not the case. A few comments stated 
that to prevent ingredient claims from 
being misleading nutrient content 
claims, all ingredient statements should 
be subject to the provisions of section 
403(r) of the act. 

The agency disagrees both with the 
comments stating that no ingredient 
claims should be considered to be 
implied nutrient content claims, and 
with those that want all ingredient 
claims to be regulated under section 
403(r) of the act. As discussed above, 
some ingredient statements clearly are 
not implied nutrient content claims, snd 
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some clearly are, while other ingredient 
statements will have to be evaluated on 
a case-by-case basis to determine 
whether they are implied claims. The 
agency will evaluate ingredient 
statements in the context of the total 
label to determine whether they are 
implied claims and therefore subject to 
section 403(r)(l)(A) of the act. The 
agency’s focus will he on whether the 
ingredient statement identifies a 
nutrient explicitly or by implication, 
and whether it states or implies that the 
nutrient is absent, or that it is present 
in a certain amount. 

227. One comment disagreed with 
FDA’s definition for single nutrient 
implied 6laims in proposed 
§101.13(b)(2),statingthatthephrase 
“leads a consumer to assume” should be 
changed to “consumers acting 
reasonably under the circumstances.” 
This 
said, La 

hrase is preferable, the comment 
use it requires that the label be 

interpreted reasonably, rather than in an 
arbitrary, unusual, or unreasonable _ 
fashion. The comment asserted that a 
standard that is baeed on the 
inte retations of a few credulous 
peop e is not legally sustainable. The ‘p 
comment stated that the phrase 
“consumers acting reasonably under the 
drcumstances” correctly takes into 
account the context in which the 
statement is made. 

The agency has considered the 
comment and disagrees that %onsumers 
acting reasonably under the 
circumstances” is a more valid standard 
for implied nutrienf content ciaims than 
the one proposed by the agency. The 
focus of FDA’s definition of implied 
claims is on what the ciaim suggests. 
The definition is not intended to be a 
quantitative standard to determine the 
number of consumers who have a 
particular conceptionabout an 
individual claim but is intended to 
focus on what the claim is saying. To 
clarify the intent of the definition, FDA 
is striking the phrase in question and 
replacing it with the word “suggests.” 

228. A few comments said that FDA 
should evaluate, on a case-by case basis, 
whether a manufacturer intenda a 
particular label statement to make an 
implied nutrient content claim, and 
whether consumers perceive the 
statement to be that claim. The 
comments asserted that a similar 
approach has been supported by the 
courts in determining whether a. product 
is sold as a food or a drug. 

In making an evahtation of a label 
statement within the context of the 
labeling as a whole, FDA agrees that it 
should conalder both the manufacturer’m 
intent and consumes pe~~ptton. 
However, it notes that intent means 

more than the manufacturer’s subjective 
intent. See NationalNutritional Foods 
Association v. Mathews, 557 F.2d 325, 
334 (2d Cir. 1977). An article’s intended 
use is established by its label, labeling, 
promotional materials, advertising, and 
“an 

F& 
other relevant source.” Id. 
A advises that it wiSl evaluate 

ingredient label statements on a case-by- 
case basis using the definition of 
implied claims in new S 101.13(b)(2) 
and the other provisions of the 
regulations to determine whether a iabel 
statement is an implied nutrient content 
claim. As stated above, the agency’s 
primary focus will be whether the 
statement identifies the nutrient 
exphcitly or by implication, and 
whether it states or implies absence of 
that nutrient or its presence in a certain 
amount. 

229. Several comments suggested that 
the agency should consult popular 
media, scientific articles, and consumer 
surveys to determine when an 
ingredient claim constitutes an implied 
nutrient content claim. Several of these 
comments suggested that implied claims 
should not be allowed on food labels 
unless there is scientific consensus as to 
what these terms mean. On the other 
hand, a few comments suggested that a 
statement about an ingredient is not an 
implied nutrient content claim, unless 
there is direct consumer survey 
evidence that a substantial number of 
consumers understand the statement to 
imply a specific nutrient claim. The 
comment contended that any other 
position would create chaos because 
manufacturers would continually be in 
doubt as to whether an ingredient claim 
would be fnterpreted by the agency to 
be an implied nutrient content claim, 

Another comment asserted that claims 
must be interpreted in their historical 
context. The comment stated that “high 
in oat bran,” implying “high in fiber,” 
for example, is taken out of context. The 
comment stated that at the time the 
claim became widely used, consumers 
believed that they needed to eat oat 
bran, not soluble fiber, to lower 
cholesterol. The comment further stated 
that consumers wanted to know the 
amount of oat bran in a product in order 
to foIlow a diet high in oat bran. 
However, current scientific evidence 
ma not substantiate this early finding, 
an CK the necessity for consuming hug6 
amounts of oat bran may not currently 
be supported by scisntific data. 
Therefore, for an implied claim to be 
considered valid, the comments said, 
current scientific data must be 
considered. 

The agency agrees that nutrient 
content claims should be defined so as 
to be meaningful to consumers. It haa 

attempted to ensure through the 
definitions established in these 
regulations that permitted claims will 
assist consumers in maintaining healthy 
dietary practices. In addition, where 
possible, FDA has used information on 
consumer understanding of terms. 
Howwer, the agency is not ptarsuttded 
that direct consumer survey information 
is always needed for it to provide clear 
guidance to manufacturers on whether 
an ingredient statement is an implied 
nutrient content claim. As discussed 
above, PDA is describing in this 
document some label statements that 
clearly are-nutrient content claims, and 
others that clearly are not. For those 
label ststements not addressed in this 
document, manufacturers who wish 
guidance can submtt s petition 
requesting approval of a claim. The 
minimum requirements for information 
needed to support such a request are 
described in new S w11.69. Petitioners 
are welcome to provide consumer 
survey information as weil as other 
types of information in support of a 
petition. 

230. Some comments asserted that 
FDA’s definition of im lied nutrient 
content claims should L limited to 
those statements that either expressly or 
by implication describe the level of a 
nutrient present in a food, as opposed 
to simply describing the food’s 
composition. One comment stated that 
such an approach is consistent with 
Congressional intent as recorded in the 
House Report, which states: 

An example of an implied claim covered 
by this section would be the statement “lite”, 
which implies that the product is low in 
some nutrient (typically calories or fit), but 
does not say so expressly, or “h&h oat bran” 
which conveys an implied high fiber 
message. 
(H. Rept. lOl-538,lOlst Cong. 2d sess. 
(June 13,1990).) 

Another comment asserted that it 
would be inconsistent with the language 
of the 1990 amendments to regulate 
claims about an ingredient that do not 
characterize the level of that ingredient 
as implied nutrient content claims. The 
comment requested that FDA 
specifically exempt ingredient claims 
that do not directly or indirectly refer to 
the level of a nutrient (e.g., “contains 
oat bran” and “made with vegetable 
oil”). 

As already discussed, FDA agrees that 
statements that describe (expressly or by 
implication) the level of a nutrient 
present in a food are nutrient content 
claims, In addition, for ingredients wfth 
nutrient impkations (e.g., “bran” 
implies fiber and “tropical oils” implies 
saturated fat), a claim that describea the 



level as “high,” “low,“or “free” dearly 
constftutes a nutrtentcontent claim. 

that clafms such as “m r 
, however, 

e with oat 
The t#8ACJ’dOBS Dot 

bran” and “contains vegetable oil” 
should ba exempt from the regulations., 
It is not cleer to FDA &et such chime 
describe the nature of the food and not 
the level .uf a nutrient. The agency notes 
that it is providin 
a claim thet a foJ 

* new f 101.54 thait 
is a “good source” 

of a nutrient can only be made if the 
nutrient is present at 10 percent or more 
of the RDI or the DRV per serving of the 
food. The agency is also providing for 
use of the terme “contains” and x 
“providea” as synonyma for “good 
source.” As a result, ‘“contains fiber” is 
a defined expressed claim that muat 
meet the 10 percent of the DRV 
criterion. 

The question then becomas whether 
“contains oat bran” and “contains 
whole wheat” imply that the food is a 
“good source of 5ber.” Some comments 
state that such claims are im lied 
nutrient content claims, w lur ’ 8 others 
argue that the are statements about an 
ingredient an i not tbe level of a 

containa a v&able nutrient. For 
example, if a hfbef deck&*Joe’s Oat 
Bran MuffimP Or “Joe’s Mffins, made 
with oat bran” the prominence of “oat 
bran” may not call attention to it is a 
way that proclaims its nutritional value, 
However, if “Joe’s Muf5ns” bore a 
bright banner with “oat bran” in large, 
bright letters, the em hasis on “oat 
bran” would likely p ace it in the P 
overall context of a nutrient content 
claim. However, FDA will evaluate 
these claims on’s case-by-case basis, 
taking into account the entire label and 
the labeling, including the placement 
and prominence of the claim as well as 
the text of label statements. 

231. Some comments asserted that 
FDA should narrow the definition of 
nutrient content claims to include only 
those claims specifically mentioning a 
nutrient of the type addressed in section 

,403(q) of the act and of the type 
appearing as part of the nutrition panel 
(e.g., fat or cholesterol). Similar 
comments asserted that any statement 
regarding an ingredient, as op osed to a 
nutrient, should not be consi CL red an 
implied claim. One comment asserted 
that even those ingredient claims that 
imply that a nutrient ia absent .or 
present in a certain amount are not 
implied claims. Rather, according to 
thwe wxnmenta the are more 
appropriately consi x ered statements of 

ingredient stetementa.~ One comment 
supported this position by stating that 
these claims do not automatic&Iy lead 
a consumer to assume that ‘5ber is 
absent or present in any amount, The 
comment asserted &et such a statement 
simply advises conaumera thet oat bran 
is used as a aigni5cant ingredient in the 
product. The comment went on to say 
that while oat bran does have some 
relationship to fiber, consumers will not 
automatically associate the two. A 
similar comment requested that FDA 
alter proposed 5 101.13(b)(2) to read, 
“e.g., high in oat bran, which may imply 
that a food is also high in 5ber.” 

The agency does not agree that 
nutrient content claims under section 
403(r)(l)(A) ofthe act ah limited to 

an example of an implied nutrient 
content claim fH. Rept lOl-538,lOlst 
Gong. zdseae, I$ @me 13, lest%) This 
statement provides atrongeofdence that 
when Congress said that “a claim l * l 

which expressly or by implication- 
characterizes the level of a nutrient * * 
l must be made in accordance with 
section 403(r)(Z),” 5 intended to include 
ingredient claima thet imply that a 
nutrient is present at a par&k level 
in, or is absent from, the food. 
Accordingly, FDA rejects the comment 
that objected to this interpretation. 

The agency advises that there are long 
established relationships between 
ingredients and nutrients that ara 
covered under the definition of implied 
nutrient content claims. Some of these 
ingredient-nutrient relationships have 
been regulated as claims for special 
dietary use. For example, terms like 
“sugar free” have been regulated by 
FDA as implying that the product is low 
or aignifkantly reduced in calories 
(S 105.66). In addition, FDA has issued 
warning letters regarding feuds that 
contain tropical oils (which contain 
significant levels of saturated ibt) when 
they bear label statements, like “100 
percent vegetable oil,” that imply that 
these ingredients have low levels of 
saturated fat, 

~IueqUen~y, FDA is not granting the 
request to exempt from the nutrient 
content cla@ raquirements ingredient 

cl&nathat donot&pW~identffya 
nutrient. However, i &cuesed ‘in the 
previous comment. theagency 
acknowledges that some &ttementa that 
name ingredients that have nut&ional 
relevance are not nutrient content 
claims; The agency will evaluate such 

of speci@c claims. 
232. A iWtx&s~~enta sug8eated that 

only thoae$ngredient stateMents@rat 
meet the d&&ion for a defined 
nutrient content clahn ahot.r)d be 
considered id#ied nutrient content 
claba, and that &l cther,ingmWmt 
claims should not be considered * 
nutrient content &hs. However, 
several other conr+o~~ta suggested that 
all ingredient ch&na that ir&y:that‘ a 
nutrient is either absent OP pr&rent at a 
particular level. whether or not they met 
the definition of the express&term, 
should be considered implied nutrient 
content claims. 

Some of the hrtter comments said that 

requiring that the exppased cltiim be 
met in order to mahe an implied claim 
would be effective irl preventing 
manufacturers 5om u&g claims on 
food that may not meet apfiropriate 
DUtIitiOIlBl BtsnddB. fiDOthBr @‘Ollp Of 
comments stated that any “no 
[iqredientj” claims {eg., “contains no 
tropical oil&*) that imply that the 
product is free of a nutrient, but that 
disparage the absent ingredient, could 
be misleading if there is inadequate 
scientific support for health concerns 
about the ingredient and therefore 
should be prohibited. The comments 
presented various other examples to 
either support or oppose a requirement 
that an implied ingredient claim that 
meets the requirements for an explicit 
nutrient content claim should be 
permitted. 

The a ency agrees that ingredient 
claims t%a t make implied 
representations about the level of a 
nutrient in a food, whether or not they 
meet the definition of the expreaaed 
claim, should be considered implied 
nutrient content claims. This conclusion 
is consistent with sectian 403(rUl)(A) of 
theact,whfuhrtltwthstafoedcanbe 
misbranded by a statement thet 
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expressly or by implication 
characterizes the level of a nutrient in 
a food. An ingfedient claim that implies 
that a nutrient is present in the food at 
a particular level, but that fails to meet 
the requirements for the aqhivalent 
exoress claim. will misbrand the food 
unher section.403(r)(l)(A) of the act. 

The au&ion of whether claims like 
“contai’ns no tropical oil” should be 
prohibited as misleading because they 
disparage the ingredient will turn on 
what the scientific evidence shows 
about the ingredient. If it is commo’nly 
known thatthe in redient for which 
absence is claime if is a source of a 
nutrient for which the current dietary 
guidelines recommend decreised or 
moderated intake, then there is no 
reason for the agency to refuse to permit 
the claim. The fact that FDA would 
permit such a claim, however, would in 
no way represent a disparagement of the 
ingredient. The claim provides a means 
by which a manufacturer could 
highlight the saturated fat content of its 
food. It does not imply that the 
ingredient in question is a “bad” food. 

233. One comment suggested that 
FDA allow companies to use expressed 
or implied nutrient content claims [in 
brand names or otherwise) that. have not 
been defined or spedfically approved 
by the agency if the claim is noit false 
and misleadin and is consistent with, 
and explained % y, an immediately 
adjacent term that is defined in the 
agency’s regulations. Alternatively, the 
comment requested that FDA permit 
ingredient claims that did not meet the 
expressed nutrient content claims 
definition but require them to be 
followed by a.factual statement 
clarifying the nutrient content 
implication (e.g., “no tropical oils-this 
product contains 2 g of saturated fat” or 
“contains oat bran-not a signilicant 
source of fiber”). The comment stated 
that, in effect, companies would be 
allowed to define certain ingredient 
claims as implied nutrient content 
claims. Such a process would be in 
addition to the petition process 
established by FDA, thus allowing a 
company to choose whether to 
determine its own definition of an 
expressed or implied nutrient content 
claim or to petition the agency for a 
codified definition. The inclusion of a 
self-definition procedure would, the 
comment contended, be more in 
keeping with Executive Order 12630. 
Also, according to the comment, under 
such a policy, companies would not be 
forced to abandon nonmisleading 
implied claims and brand names, as 
they would under FDA’s propocsd rule. 
Companies would also not he made to 
hang8 labels repeatedly, once by the 

effective date of the regulations and 
again after each new implied nutrient 
content claim is approved. Finally, the 
comment state4 that the rule 
by FDA would lead to a pro11 eration of sip 

reposed 

unexplained terms that have been 
defined by FDA in the regulations but 
which have littla or no m8anin to 
consumers, whereas the proce If ure 
suggested in the comment would 
require the us8 of a defined term on the 
label to explain the intended meanin 

7 
of 

the implied claim. adding sig@icant y 
to consumer understanding. The 
comment asserted that the alternative 
method is fully’consistent with the 
language and the intent of the 1990 
amendments. 

The agency does not agree that 
allowing manufacturers to use 
undefined claims that do not meet the 
definition for an expressed claim to be 
accompanied by a defining statament is 
consistent with either the intent or the 
letter of the 1990 amendments. The act 
provides that claims that characterize 
the level of a nutrient either expressly 
or by implication “may be made only if 
the characterization of the level made in 
the claim uses terms which ar8 defined 
in regulations of the Secretary” (section 
403(r)(2)(A)(i) of&e act). Thus, 
Executive Order 12630 is no! relevant to 
the approach that F’DA is required by 
statute to take on this matter. To do as 
the comment requests and allow 
manufacturers to continue using any 
label statements they choose (provided 
they add a defining statement as 
explanation) would be inconsistent with 
the letter and spirit of the act. The 
agency points out that under section 
403(r)(4)(A) of tbe act, any person may 
petition the agency for permission to 
use terms that ar8 subject to section 
403(r)(2)(A)(i). This section also 
provides timeframes in which the 
agency must act on these petitions. 
Thus, there should not be any undue 
delay in obtaining a determination as to 
whether the claims can be used. 
Because the act specifically provides a 
mechanism by which use of claims can 
be authorized. the agency concludes 
that it would be inappropriate for FDA 
to establish an alternate mechanism by 
which such claims can be used, 

The agency disagrees that companies 
would be required to make frequent 
label changes because of the approval of 
each new term. The company could 
decide what term it wants to use, 
determine whether the use of the term 
has been authorized, and if it has not 
been, petition for such authorization. 
Once the use of a term is authorized, the 
firm would be free to us8 it. Any change 
in the company’s labelihg made after 
that point because FDA approved a new 

term would.occur because the company 
wanted to tab advantage of the term, 
not because FDA cqmpelled a change. 

The agency also disagrees that there 
wouId be a prolif8ratlon of unex laiaed 
terms defined by FDA that woul x have 
little meaning to consumera. The agency 
is establial@ maly a d&ins% gmu of 
terms and synonyms with well de f ned 
meanings that may be used as nutrient 
conteat claims. Any additional t8rms 
thai am included in response to a 
request of a petitioner will have been 
shown to be as well supported as those 
terms originally defined: 

Tbe aaencv concludea that the 
approadfi. to ~&gul&ng implied nutrient 
content claims suggested by the 
comment is not consistent with the 
structure astablished by 1990 
amendments and will not promote 
better consumer understanding of label 
claims. Accordingly, FDA is not 
permitting use of undefined nutrient 
content claims accompanied by an 
explanation. 

234. Many comments asserted that 
factual declarations of the amount ofgn 
ingredient (e.g.. ‘%o mg of sodium,” or 
“contains l&s than 300 calories”) do not 
constitut8 implied nutrient content 
claims. Other crimments maintained 
that statements concerning the percent 
of a nutrient (e.g., “9 perc8nt fat”) 
should also not be considered implied 
nutrient content claim. 

The agency advises that declarations 
of the amount of a nutrient or the 
percent of a nutrient ar8 provided for in 
new §lOl.l3(i). That revision, 
pursuant to section 3 #J )(l)(A)(iv) of the 
1990 amwndments. states that such 
statements must meet the definition for 
a defined term or must be accompanied 
by a statement that the food does not 
meet the appropriate definition. 
Commepts 16 through 19 of this 
document contain a full discussion of 
such claims. 

235. One cominent suggested that 
“equivalent” be defined as a nutrient 
content claim so that comparisons could 
be made to indicate that a food had the 
amount of a nutrient equivalent to a 
referttnce food, e.g., “contains as much 
fiber as an apple.” The comment stated 
that this type of claim was particularly 
ap 

I! 
ropriate for dietary supplements. 
he agency advises that It considers 

the example givitn in the comment to be 
an implied claim about the fiber content 
of the food. “Contains as much dietary 
fiber as an apple” implies that one appb 
is a good source of fiber, and that by 
being equivalent in fiber to an apple, tb 
labeled food is also a good source of 
fiber. Such a claim can ba used to 
provide valid, valuable information to 
the consumer about the nature of a 



produdt in terms aEan$ther pr0duq that 
the consumer already qr@atands. 
Howwer, the agency b&eves that such 
8 St8t9SIUBt WOUid h&‘&&?&h~ if thtl 
18behM.i food Was CXJm@ared t0 the level 
of nutrient in 8 f00d that was not 
consistent with dietary wdelines, 
namely the amount 0f nutrient in a food 
WhiGh is “b,” “,$4,- u yQd SQurGe,” 
or “high.” LiEewfsesu& a claim would1 
be misleeding if rx6qrfs0ns between 
the foods were nat made cm a common 
basis. &cause a serving of the product 
is the ammtnt cuato& ccmsumed in 
one sstinn occasi& tiva ue M&h is P 
applicabfi t0 aH f&&$), the agency 
concludes that comt&s0ns uain~ this 
type of @kini ah&i b+nade=& > per, 
serving baais. 

Accordingly, the agency is pr0viding 
in new 5 $Ol;65(c)(@f*the use of 
quivahtnce claims u”sing the hrases 
“contains the same amount 0 f [rmtrtentj 
8s 8 (food]” and “as much (nut&ml] as 
a (foodj” to imply that the mfbrence 
food is a good‘sourae of specified 
nutrient, and that cm a per se&ng basis,, 
the labeled f&d is an equivalent, gaod 
source of that nuM&,fe,g.; %s much 
fiber as an apple, ” “~ont&x4 the same 
amount 0PVttamin e as a g&a d erange 
juice”). 

238. Sgwerai wmm8nts reqmsted that 
the agency @b&e apscific Im 

stp’ 
id 

claims @hat their ~us0~wou be 
piulni~din: h&r&r@ G&$&l &tt were 
suggested in&d~~“htghi 0at t.ua~~,~’ 
“contains no oil,” “no tropical oils,” 
and “contains canola OR.” While the 
comments suggested de&itions for the 
claims, they wm nat: always in 
agreement on whatthe &Rnttions 
should be. 

The agency has carefully~considered 
these terms and is providing Rs 
interpretation of the nutrient content 
implied by the label statement. L&e1 
statements about oils like ~~111, 
sunflower; s8Rlower. and ,canola 
generally refer t0 the 0iih’ fatty acid 
content. Accordingly, FDA considers a 
statement about a type of oil as an 
ingredient, such as “made with canola 
oil” or “c0nteins c0rn oil,” to generally 
imply that tha ail in the pr0du4zt was 
low in saturated fatty acids. The 
statement “made only with vegetable 
oil” implies thet bamse table oil 
was used instead of animal T t, the oil 
component was low in saturated fat. 

A Claim that 8 pr0du~~C011tainS~“no 
tropical oils,” including a statement 
about the absence of a spectRc trupical 
oil, assumes that the umsumer 
understands that tropica! oils have a 
large amount 0fsaturated f&s. Such a 
claim would had 
been used th 
amount of saturated rat. Consequently, a 

Tke agency constdem that a statement 
that a product “contains no ail” implies 
that the prMJuct is not made w&h lipids 
(fat). Accordin$y, such a claim would 
imply that the,@oduti~waq.‘,‘fat free.” #‘&& a ~~~~.~~~~ 

containedanather~source d,RpJds (e.g., 
animal fat) would be misleading. 

P&her, the agency canaidem,that a 
C18im thUt 88 fN”OdiICZt iS Illtk&l With Of 
otherwise comafns a who&+ 

IF 
n, 8 

bran, or any we of dfata her (such 
as soluble Rbat), imples 3: at the 
product is a go0d sotm% of tc&al dietary 
fiber. Such a claim wnuld&r&f0re be 
misleadingif the product @id not 
contain sufReient R&&rived largely 
from the sources of fiber mentipned 
such that the product met the dafinition 
for ‘&md souse af dtetary fitrsr.” 
However, a claim naming these 
ingredients that also used the term 
“high*’ or a 

T 
onym thereof w&d be 

misleading i the product was not “high 
in dietery fiber.” 

The agerqwould nera%Iy not 
consider ingredient C aims that 8m p” 
consjgtent wit% &w 
outlbd ati to-be 
section 463(a) ef the 
with any fmpR@d claim. the agency will 
consider the e~ph8terrW af the use 
of the cl&n &r&e cr#t&t Pn~whf& it 
is made. 

The agency edvises that it does not 
consider that tha terms that it has 
mentioned provide an all-irmtusive list 
of those ingredients that imply the level 
of 8 nntrtent, Ga$ms f0r #her tiutrients 
will he cons&red on a r&&by-case 
basis. 

In conclusion, a claim that states or 
implies a characteristic that 
distinguishes a particular nutritional 
attribute of an ingredient will generally 
be considered an tm 
Content claim, Whet R 

lied nutrient 
er or not it is 8 

nutrient content claim will depend on 
the txmtext in which it is presented, 
taking the entire label into 
consideration. The level 0f the 
ingredient-may be impJMt0r explicit. 
The agency hes described generically in 
new 5 101.65(cj(3) circumstances under 
which such implied daims can be 
made. The mg&thXI States that claims 
may be made that a food contains or is 
made with an ingredient that is known 
to contain a particular nutrient, or is 
prepared in a way that affects the 
content of a particular nutrient in the 
food, if tha Rnished food is either low 
in or a gagd s0uzce of the nlzt&mt that 
isa7mdUdwt&hpthre~or 8: 
of preparati0n. If a m0ra spf&Rc leve Yf 
is claimed ie.g., ‘*high in 8, 1. 

that level of then&rieM must be 
present in the f60d. For example, a 
claim that a food contains oat’brirn is 8 
claim that it is a q&J source of Rher; 
that a food is ma %  eorriy with vegetable 
oil is 8 claim that it is h3W in saturated 

t&s ho oi,l is a 

88 appropriata b&h@%ce between the 
interest of industry in m&in 
and the consu+ra’ &t&&t I & 

claims 
at c~ahs 

that ap r 
fairly r 

da tbe.jehe& ace;uratelg and 
araderiie the &al in the food 

of the nutrient &&‘&her etiphcitly or 
implicitly, is the subje0t of the claim. 

b. Accmngtizqy~~~ is$iwm&n 
237. One wmmwt:$~~d tjmt 

imnlied nutrient content &latms fhauld 
be accompanied by aRpr0prIate referral 
statements, that are c0neistent with the 
requirement for su& statements to 
accompany nutrient cc) 

The egencyadvfaes & 
tent claims: 
at imp&d 

nutrient content ch@nS that are defined 
in riew 5 lOi&S (a&&nurst cumply 
with a!1 of the ra@riremqnts for nutrient 
content claims&scribed in new 

nutrient oantliflit clafmg, &&~&bearing 
such i~,i&~s must &a0 shear - 
nutritioq’l~g$& a@0rdermeaith 
the requRemenb of new f lOli.3 or, 
where applicable, new 0 lOL$O. For 
clarity, the agency is llstinglthelatter 
requirement in new S 101.65(a)(3). 

4. General nut&m claims 
In the generai rtncipjes +opos81(56 

! F’R 60421 at 604 q,l FDA proposed to 
include in $101.13@]@] a provision 
that label statements that imply that a 
product would be useM to consumers 
in selecting foods that are helpful in 
achieving a total diet that conforms to 
current dietary recommendations (e.g., 
“healthy”) are implied nutrient content 
claims. 

a. Gened comments 
236. Many comments asserted that 

FDA’s deRnition of implied nutrient 
content claims shwldnotinclude 
claims that imply that ‘a “food lmxtuse 
of its nutrient content may be useful in 
achieving a total diet that crmforms to 
current dietary recommendations (e.g., 
healthy).“Some of these comments 
stated that Cqpss showed no interest 

nor the legislativehistory contains any 
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language addressing general nutrition 
claims. 

The agency does not 
T 

e with these 
comments. First, the rea ing OF section 
403(r)(l)(A) of the act suggested by these 
comments is clearly too narrow. A claim 
that a food, because of its nutrient 
content, may by useful in maintaining 
healthy dietary practices is clearly a 
claim that characterizes the level of 
nutrient in that food. The claim is 
essentially saying that the level of 
nutrients in the food is such that the 
food will contribute to good health. 

Moreover, Congress was clearly 
concerned with such claims. The 
October 24,1990, proceedings in the 
Senate show that one purpose of the 
1990 amendments was to regulate the 
use of nutrient content claims that 
appear on food labels and labeling in 
order to help consumers make 
appropriate dietary choices (1316 
Congressional Record Sl6610 (October 
24,199O)). In addition, section 403(r) of 
the act itself, repeatedly uses the phrase 
“1 l l will assist consumers in 
maintaining healthy dietary practices” 
to describe the information for which 
provision is being made (see eg., 
section 403(r)(2)(A)(ii)(II) and 
(r)(l)(AWlii)$I) of the act). 

The agency is therefora not persuaded 
that this aspect of the proposed I 
definition of Implied nutrient content 
claims is Inconsistent with the language 
of the act, the intent of Congress, or the 
goals of the 1990 amendments. 
However, FDA is modifying 
§ 101.12(h)(2)(ii) to replace the phrase 
I’* * * achieving a total diet that 
conforms to current dietary 
recommendations” with the statutory 
phrase “* * l maintaining healthy 
dietary ractices.” 

239. d ome comments objected to 
regulating terms such as “nutritious,” 
“healthy,” and “wholesome” under 
section 463(r) of the act because they 
have different meanings depend,ing on 
their contextual use and would be 
difficult to define. These comments 
asserted that the agency should instead 
regulate the use of such terms on a case- 
by-case basis under section 403(a) of th 
act. The comments asked for assurance 
that these terms would not be regulated 
un?ler section 403(r) of the act.- 

Other comments asserted that terms 
such as “wholesome,” “nutritious,” 
“eating right,” ‘basic 4,” “smart,” and 
“good for you” are implied nutrient 
content claims and should be banned 
from food labels. A few of these 
comments suggested that such terms are 
more appropriately used to describe an 
overall diet and should not be used on 
the labels of individual foods. 0n.e of 
these comments cited a poll that ‘was 

conducted for them in February 1992, in 
which 1,007 individuals were 
interviewed concerning their 
interpretations of the terms 
“wholesome” and “nutritious.” The 
comment reported that, other than the 
55 ercent who responded that the term 
*‘w K olesome” on a food label meant that 
the product was “good for you,” none 
of the possible responses-for the 
meaning of either term garnered more 
than 23 percent of therespondents. 
Some comments, however, su&gested 
that termssuch as “wholesome,” 
“nutritious,” “eating right,” “basic 4,” 
“smart,” and “good for you” could be 
defined as s’ynonyms for “healthy.” 
Some of these comments supported 
such a definition only as a secondary 
option to banning the terms, while other 
comments stated that the terms should 
be allowed but controlled. One 
comment stated’that if terms s.uch as 
‘healthy” are held to be’implied 
nutrient content claims, then other 
suggestive words having to’ do with a 
product’s quality, such as “benefIcia1” 
and;mety,” must similarly be defined 

Some comments expressed concern 
about continued use of such terms in 
brand names grandfathered undet 
section 403(r)(2)(C)of the act. One of 
these comments stated that leaving the 
terms undefined allows companies that 
used the claims beforeOctober 25.1969, 
to continue to usethem on foods that 
may not meet appropriate standards. 
The comment stated that if FDA chooses 
to define such terms, then the deflnition 
must include strict and comprehensive 
criteria. 

One comment stated that the 
proposed definition for general nutrition 
claims could have an impact on many 
proprietary trademarks or slogans such 
as “Keeping Fit!“, “Stay ‘n Shape,” 
“Product 19, ‘” “Breakfast of 
Champions, ” “Rat Right and book It,” 
and “Right Choice,” Although &he 
comment maintained that Congress did 
not intend these terms to be regulated, 
it acknowledged that these brand names 
serve as a beacon toConsumers to 
indicate that there is something 
nutritionally desirable about the 
product. 

FDA disagrees that terms such as 
those cited in the comments should be 
automatically excluded from regulation 
under section 403(r) of the act. The 
agency believes that these terms can be 
implied nutrient content claims when 
they appear in a nutritional context on 
a label or in labeling. FDA advises that 
it will consider these terms to be in a 
nutritional context when they appear in 
association with an explicit or implicit 
claim or statement about a nutrient. For 

example, in the statement “nutri!ious, 
contains 3 g of fiber,‘” “nutritious” is an 
implied nutrient content claim because 
it suggests that the food may be useful 
in maintaining healthy dietary practices. 
Accordingly, the agency is providing in 
new 5 101.65(d)(l) that such statements 
are implied nutrient content claims and 
are.subject to the requirements of 
section 463(r) of the act. 

However. the aeencv also believes 
that when a term&h as “healthy,” 
“wholesome,” and “nutritious” appears 
on a food label in a context th&t does not 
render it an implied nutrient content 
claim, it is not subject to the 
requirements of section 403(r) of the act, 
Under such conditions. the use ofth : 
term is subject to section 403(a) of the, 
act, and FDA will determihe whether it 
is misleading on a case-by-case basis. 

The agency further advises that, 
except for “healthy,” it does not have 
enough information to decide if 
definitions for the terms mentioned in 
these comments are needed, and if so, 
what those definitions should be. In a 
tentative final rule published elsewhere 
in this issue of the Federal Register, the 
agency is providing its tentative 
position ,on an appropriate definition for 
“healthy” based onGnf&rnation 
received in the comments. In addition, 
bacqsa of the time constraints of this 
rulemaking, FDA has been unable to 
develop information with which to 
make such a decision. The agency 
solicits information on whether such 
definitions are appropriate, and if 
definitions are appropriate, what they 
should be. Interested persons may 
submit appropriate petitions under new 
f 101.69 with accompanying 
substantiating information to initiate 
this process. 
E. Use of Nutrient Content Claims with 
Meal-type Products 
‘1. Definition of meal-type products 

In the general principles proposa, t56 
FR 60421 at 60455), FDA proposed a 
definition for’s “meal-type product” for 
the purpose of regulating nutrient 
content claims for these products on a 
different basis than for individual foods. 
The proposal cited the many comments 
that the agency received in res 
the ANPRM (54 FR 32610) an K! 

onse to 
during 

the public hearings that followed, that 
requested that FDA define and allow for 
the use of nutrient content claims for 
meal-type products. FDA proposed in 
5 101.13(l). to define a “meal-type 
product” as a food that: (1) Makes a 
significant contribution to the diet 
either by providing at least 200 calories 

P 
er serving (container) or by weighing at 

east 6 ounces per serving (container); 
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(2) containa ingredients fktm 2 or mor8 
of 4 food groups: and (35 i5 resented, 
or is in a form commonly un erstood to 7 
be, a breakfast, lunch, ditmer, meal, 
main dish, entree, or pizza. The four 
food groups in 5 101.13(l) wem: (I) 
Bread, cereal, rice end pasta.group; (2) 
fruit5 and v 
yqw, and 3l 

etables gruup,, (3) milk. 
eeae group: dtXIt3I~~ 

pwby, fish, dry Beans, 
group. The a ncy 
current guide %I e5 %Like 
spedfy five food groups, distingui5hing 
between f&its and v etables. However, 
FDA propo58d to corn “8, ine the fruits and 
vegetables groups for regulatory 
pu 098s. 

l% A requested comment5 on the 
eppropristeness of this de5nition of a 
“meal-type product” a5 well a5 on tbe 
appropriaten855 of 5p8dfic amounts 
(e.g., 200 calorfas aad 6 cmnces) and 
spect5c product types (e.g., ‘“main 
dish”) used a5 a ba5i5 for this definition. 

The agency received many comment5 
on the need for 58parate crit8ria for 
meal-type pmdu& and the definition of 
meal-type products. After reviewing 
these commenta, the agency continue5 
to believe that aepamte cxtberia for meal- 

produ&wiU. #ill be referred to 
coilectivel 
this pream t 

as “m8aLtype products” in 
18). 

246. The majority of comment5 
supported separate criteria for meal-type 
products as compared to individual 
foods. Two comments, however, at&ted 
that FDA should not create separate 
nutrient content claim definitions for 
these foods because meal-t 
contain no more food or ca ories than F 

e products 

ordinary foods. One of these comments 
also stated that FDA’s proposal 
arbitrarily sets up a double standard for 
nutrient content claims in the 
marketplace, Alternatively, these 
comments recommended that the 
criteria for claims such as “low,” 
“source,” and “h&h” on all food 
products be based on specified nutrient 
levels per serving and per reference 
amount, or specified nutrient levels per 
100 calories (or per 100 nonfat calories 
in the case of sodium and cholesterol). 
For example, for “low fat,” one 
comment suggested that the criteria be 
no more than 3 g of fat per servinp and 
per reference amount, or no more han 
20 percent of calories from fat. For “low 
cholesterol,” the comment suggested 
that the criterfa be no more than 20 mg 
of cholesterol per serving and per 
reference amount, or no more than 15 
mg p8r 100 nonfat calories. The 

comment5 5tated tbat the alternative 
criteria would allow foods that are high 
in calories to make “low” claim5 for 
certain nutrients. 

The agency acknowledges th8 
corn 
pro cf 

lexity in defining a meal-type 
uct for the purpose of regulatin 

claims and 5grees that, with an 5u $ 
definition, ther8 is tb8 potenti J for 
certain t5thatmaym5nhtn 
similar 
bases for claims. 

ucts having difkent 
The agency carefully 

considered the suggestion that it 
establish a siogle set of criteria for all 
types of food products but concluded 
that it was not a 
approach woul (tp 

propriate to do so. This 
generally result in the 

application of the per 100 calorie 
criterion rather than the per serving and 
per reference amount criterion to meal- 
type products, because the former 
would permit products to contain 
greater amounts of nutrients per serving. 
For example, a 400 calorie product 
could have as much as 9 g of fat if “low 
fat” was defined as not more than 20 
percent of calories from fat. However, 
the agency concludes that the primary 
criterion for all “low” definitions for 
nutrients should be based on nutrient 
levels per 100 g as proposed, rather than 
on specified nutrient levekper 100 
caloriea (or 1 

7 
er 206nonfat calori8& The 

agency cone udes that it is 
inap 

r for “ 
ropriate to have as a primary basis 
ow” claim a criterion that 

consider5 total fat levels in a food in 
addition to the levels of another nutrient 
that is the subject of the claim. For 
example, given the suggested criterion 
of no more than 15 mg of cholesterol per 
100 nonfat calories, a 400 calori8 dinner 
with 40 percent of the calories 
contributed by total fat could have only 
36 mg of cholesterol, whereas another 
dinner with the same number of calories 
but only 20 ercent of the calories 
contributed t y total fat could have as 
much as 48 mg of cholesterol. The 
agency further believes that it would 
confuse consumers to have a criterion 
that links the amount of total fat in a 
product to the product3 ability to make 
a “low” claim about another nutrtent 
such as cholesterol or sodium. 
Accordingly, the agency isnot 
persuaded to adopt this alternative set 
of criteria for meal-type products and 
individual foods. 

However as discussed in comment 52 
of this document, the agency has 
concluded that it is appropriate to have 
for “low” claims for fat and saturated 
fat, a second criterion that considers 
their caloric contribution to a meal-type 
product. 

247. Some industry comments 
supported the reposed definition of a 
meal-type pro cf uct, whereas others 

stated that the definition was too broad 
with respect to the minimum 
requirement of either 200 calories or 6 
ounces and with respect to the inclusion 
of main dishes, entrees, and pizzas in 
this category. 

One comment said that the 200 
calorie level is an insufficient 8mount of 
food for a “meal 
part of a reducing,. -7Lt 

a produc&t)) ev8n as 
candbtthoalj 

who pukhase such focKt cau’ld easily be 
misled that such food5 will rovide 
them with a filling, balanc et maal. 
Other comments meintained that 290 
calorie food items are meal segments, 
not meal replacers, for the vast majority 
of consumers and should not be 
included in a definition for a sameal-type 
product.” Some-comments 
recommended that 8 &mum of 500 
calories be used. ‘these commenti 
maintained that a 500 calorie minimum 
would be a more accurate reflection of 
the calorie content of an individual~s 
meal. They stated that foods that 
contain this hi er calorie level 5till 
comprise less &I one-third of th8 
calories consum8d hy the segment of the 
population that consumes the f8we5t 
calortes, and that this level would 

iCal ‘. 

ba 

comment suggekted that 3do dories be 
the minimum requimmeat. 

These cotnmenta~a~w~~~d, 
however, that a minimum’c&Me 
requirement, whether at 200 calories or 
500 calories, could re5ult in similar 

P 
roducts slightly below or above these 

evsls having ve different outcoines 
with respect tax aims. For example, it Y 
was stated that with FDA’s pro osal, a 
200 calorie serving of soup co llpd 
qualify for a “low fat” claim with 6 g of 
fat, whereas a 160 calorie soup that 
contained only.4 to 5 of fat could not. 

The agency acknow f edges that the 200 
calorie level is about equal to or less 
than one-tenth of the National Research 
Council’s recommended energy 
allowances for adults (Ref. 28). The 
agency further agrees with the 
comments that a number of individual 
foods would meet this minimum caloric 
level. In addition, the agency has noted@ 
that, with this proposed minimum 
caloric level, it would be possible for 
meal-type products below the 300 
calorie range that met the 3 g per lOO- 
g criterion for “low fat” to contain more 
than 30 percent of calories from fat. This 
result would not OCCLU if the agency 
adopted a higher minimum caloric 
level, such as 500 calories. However, 
this higher minimum caloric level 
would exclude a number of meal 
products that for some consumer5 are 
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appropriate for weight meintenance and 
for other consumers are appropriate for 
intended weight reduction. 

The agency also considered whether 
to ado t the suggested levels of 350 or 
500 ca or&s. However, as pointed out in P 
the comments. us&g a 350 or 500 
calorie tiinimtim requirement would 
not eliminate the mblem of similar 
products having ifferent outcomes for B 
Jaims. 

For these reasons, the agency is 
persuaded that a minimum calorie 
requirement is not an appropriate basis 
on which to defins real-type products, 
and thst another product type category 
that would malee the meal-type product 
category less bawd is DBGB~~B~~. 
Accordingly. the agerlcy has dropped a 
minimum calorie requirement from the 
definitiM of 8 “me81 produd” in 
5 101.13[1) and is not including one in 
the definition of a “main dish product” 
in 5 lDl.l3(m) (discussed Irelow). 

248, A few comments adbsad the 
proposed requirement in the definition 
of 8 meal-type product th8t the hod be 
represented 85, or in 8 form commoniy 
understood to be, 8 breakfaptt, lunch, 
dinner, meal, main dish, entme. or 
pizza. These comm8nts st8ted thAt there 
needed to be 8 clear distinction in the 
regulations of the types of foods th8t 8re 
eligiblq to beer cl8irns 8s “meal 
products.” tie comment mi88d the 
question of whether foods such as a 
danish, fruit sweetened yogurt. or a 
bowl of cere81 could be a breakfast 
entree, or whether pasta, beans in, 
tomato sauce, soup, or 8 baked potato 
with topping could be a lunch or dinner 
entree. Another comment suggested that 
entrees including pizza have 8 different 
basis for claims than meal products, and 
that this basis should be the reference. 
amounts for mixed dishes. 

These comments further demonstrate 
that the proposed category of 8 meal- 
type product is too broad for the 
purpose of regulating claims, and that 
an additional category needs to be 
established. The es 

9 
of products that 

the agency intende to include in meal- 
type products, besides meal products, 
included foods that 8re often 
represented 8s main dish products and, 
thus, represent only a portion of the 
complete meal. Based on the comments, 
however, the agency is persuaded that it 
would be inappropriate to apply the 
same criteria to a pmduct that 
represents a meal and to a product that 
represents a signific8nt POrtiOn of 8 
meal. Thus, the agency is rsueded 
that 88 

% 
ratecxiteriafor f aimsshdd 

be esta lished for meal products and for 
main dish pmduotii. Acwf 

v is revising proposed 5 101.13 
y, FDA 
to define 

a “me8,l moduct” and is h5in~ TV 

“main dish product” in 5 101.13(m), 
The requirements in these definitions 
are discussed in comments 249,251, 
and 252 of this document. 

249. Some comments agreed with the 
6-ounce minimtim re ‘rement, While 

Y other comments state that this 
minimum requirement w8s too low. One 
of the h%ter comments stated tIiat this 
minimum would be met by such 
products as canned soups, pastas, 
beverages, and most containers of 
yogurt, and that even the skimpiest 
meals or entrees weigh closer to 10 
ounces. Another comment suggested 
that the minimum Weight requirement 
should be at least 7 ou&es p-m serving. 

The a~encv acknowh?&es that the 
minimum 6-ounce Weighi is low for 
many meal products, even though it is 
within the range of main dish roducts 
that 8re now marketed. USDA K as 
required that frozen products l&b&d 8s 
“dinner” or “supper” weigh at least 10 
ounces (Ref. 29). Thus, FDA concludes 
that it is appropriate to require that 
products represented 8s meals weigh, at 
a minimum, 10 ounces to be consistent 
with USDA. Further, FDA believes that 
products weighing between 6 and 10 
ounces which were defined 8s meal- 
type products in the proposal, @3ACadly 
8re markeied 8s entrees end side dishes. 
Thus, the agency finds that because of 
their contribution to the over811 diet &nd 
because of consumer expectations, it is 
appropriate to require that main dishes 
we@-at least 6 O-&ES. 

ACCO&~Q~V. for the Dumose of 
making a cl&, FDA is’ debning a “meal 
product” in 5 101.13(1)(1) as a food that 
makes a major contribution to the total 
diet by weighing at least 10 ounces per 
labeled serving. Likewise, for the 
purpose of making a claim, FDA is 
defining a “main dish” in 5 101.13(m)(l) 
as a food that makes a major 
con*Jibution to a coinplete meal by 
weighing at least 6 ounces per labeled 
serving. 

Consistent with these provisions, the 
agency is also revising pro osed 
0 101.13(l)(3) (redesignate 1 as new 
f 101.13(l)(2)) to provide that to qualify 
as a “meal product” the food b 
represented as or be in a form ’ 
commonly understood ta be. a breakfast, 
lunch, dinner, or meal. The agency is 
retaining the provision that such 
representations may be made either by 
statements, photographs, or vignettes; 
The agency is aware that some products 
currently available in the marlretplace 
are represented as meels but weigh 
somewhet less thet 10 ounces. Should 
these products make nutrient content 
ChhlS, the 8@lXy &‘iSeS that Such 
claims should comply with the 
urnvisions established for m8in dish 

products in 6 101.13(1&). ?his will 
ensurt3 the application of eppmjxiate 
disclosure levels for such pm&tats (see 
comment 273 of tbis document). 

The agency is requiring in new 
f 101.13(m)(2) thet to qtify 8s a ‘@8in 
dish” tht, food be repmsented 88, OF be 
in a fbrm> commonlp ,ux&rstood t&8, 
a main &8b [8.g., noi u &wer8g8 or 8 
dessert). The 8gency has cited bevemges 
and desserts in this provision tins8 
they an3 not Commonly undmstuod to be 
a main dish end thus are appropriately 
excluded. However, foods that msy be 
marketed 8s main dishes in the future 
are not cat~orically excluded fmm 
being Latin ,dishes but fill be 
considered by the ttgmcy on a -by-’ 
case basis. 250. A few comments 
objected to we of the term “container” 
in the agency’s pmposed requirement 
that 8 ll&-tJ?yP product Weigh 8t kX#St 
6 ounces per serving (cMt8iner). Th8 
comments maintained that the term 
“container” effectively equates meal- 
type products with singwing 
containers, whereas meal-type products 
are pack8ged in both s@&8rve and 
multipl8-8erve contakrs. One 
comtient stated that ik makes no sense 
to have a provision that would allow 8 
pmduct in a sin&-serve G&&XS to 
make a &&n but not awidentkal 
product pedt8ged diff&mntly. 

The eaencv e~refts with &ecomments 
that the&r& *&nt8&8r*’ mey 
inappmpristely equate me8l-type 
products With single-serving containers. 
This w8s not the intent of the pro 
Therefore, the agency is deleting r 

s81. 
e 

term “container” from new 
0 101.~3(l)(l)(i) and tm)(l&). 

251. Same comments su ested 
7 revisions to FDA’s pmpose 

requirement that 8 meal-type product 
contain ingredients from two or more of 
four food groups. Sctveral comments 
supported a requirement that the 
product contain at least 3 different 
foods. A few comments suggested that 8 
specified number of food setings be 
required rather than ingredients, 
because, according to one comment, the 
requirement for two “ingredients,” 
irrespective oftheir amom& was 
meaningless. Another comment 
suggested that a serving be at leest one- 
half the reference amount. 

Given the decision to provide separate 
criteria for meals and main dishes, the 
agency is persuaded that a meal product 
should contain at least three different 
foods Erom at least two bf four food 
groups and is revising new 
0 lOl.l3(l)(l)(ii) accordingly. Dietary 
guidance recommends that Americans 

~~~~f~~~~~~ :md 
groups. Because meals 8re l8rg8 
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segments of the diet, it is appropriete to 
expect that meals would include at least 
three different foods from at least two 
food groups. Main dishes. on the other 
hand, are combined with other foods to 
create a meal and thus may contain as 
few as two foods from two food groups. 
Therefore, the agency is requirin 
5 lOl.l3(m)(l)(ii) that a main Qis i 

in 

product contain at least two different 
foods horn two of four food groups. 

The agency also agrees that the 
requirement for a specified number of 
foods may be problematic without a 
minimum weight requirement. FDA 
considered whether there should be a 
requirement based on a minimum 
percentage of a reference amount such 
as 50 percent. The agency has 
concluded, however, that such a 
requirement would be difficult to 
implement and may not in the end be 
meaningful. Different reference amounts 
could be applied to a food in a mea’l- 
type product depending on how the 
food was prepared (e.g., with or without 
sauce), how it was used in a product 
(e.g., as a major component or a 
garnish), or whether the food is subject 
to a mixed dish reference amount. 

Therefoh, the agency has developed 
an alternative approach that derives 
from the comment that suggested that a 
serving be at least one-half of the 
reference amount, the aim of which 
would be to prevent an ingredient tihat 
is present in small amour&t from 
counting toward the requirement that a 
meal product and a main dish product 
contain a minimum number of foods 
from at least two food groups. Thus, 
FDA has revised new 5 lOl.l3(l)(l)(ii) 
and (m)(l)(ii) to require that a meal 
product contain not less than 40 g each 
of the minimum number of different 
foods. 

The 40 g minimum requirement is 
about one-half of the reference amount 
for fish, shellfish, or meat/poultry 
substitutes without sauce (reference 
amount is 85 g) and is about one-half of 
the reference amount for drained 
vegetables (reference amount is 85 g). 
The 40 g amount is also within the 
middle range when comparing one-lhalf 
the reference amotmt of foods with large 
reference amounts (e.g., 140 g is the 
reference amount for pasta) to products 
with small reference amounts (e.g.. 30 g 
is the reference amount for cheese); that 
is, 40 g is about midway between 15 g 
and 70 g. The 40 g amount should not 
be confused with the reference amounts 
for individual foods. 

252. One comment stated tha+ FDA’s 
proposed requirement that a meal-type 
product contain ingredients from at 
least two food groups sets up an 
artificial distir ction between foods. The 

comment asked, for example, would 
breaded fish, but not unbreaded fish, be 
considered as consisting of two food 
groups? 

The agency finds that it is 
inappropriate to include certain types of 
foods when determining the number of 
foods from the four food groups*pecause 
such foods cannot be ixnsidered to 
contribute a recommended serving of 
food. These type of foods are gravies, 
condiments, relishes, pickles, olives, 
jams, jellies, syrups, breadings, and 
garnishes. The agency also believes that 
it is inappropriate to count sauces 
toward this requirement because of their 
high water content. However, a food 
that is in a sauce and that belongs to one 
of the four food groups can be counted 
toward the uirement for the 

“d particular foo group if the food weighs 
a minimum of 40 g (e.g., 40 g of 
tomatoes in tomato sauce). The agency 
believes that a requirement for a 
minimum amount of a food in a meal or 
main dish product should be 
determined by the weight of the food 
and not by the way in which the food 
is presented in the product (i.e., an 
ingredient in a sauce). 

Accordingly, the agency is providing 
for a meal roduct in (j 101.12(l)(l)(ii)(E) 
and main ish product in t 
S 101.13(m)(l)(ii)(E) that gravies, 
condiments, relishes, pickles, olives, 
jams, jellies, syrups. breadings, and 
garnishes can not be counted as foods to 
meet the requirement for a specified 
number of foods from at least two food 
groups. This provision also excludes 
sauces except for foods in the four food 
groups that are in the sauces. _ 

253. One comment suggested that 
there be separate food groups for fruits 
and for vegetables. It pointed out that 
such a separation would be consistent 
with the food groups recommended in 
current dietary guidelines. 

FDA endorses the five food groups 
recommended in current dietary 
guidelines. For this particular regulatory 
application, however, the agency 
believes fruits and vegetables should not 
be treated as separate groups. While the 
agency acknowledges the important and 
distinct contributions each makes to the 
diet, FDA is concerned that a 
combination of a fruit and a vegetable 
could be classified as a main dish. The 
nutritional contribution of each, while 
not the same, is more similar than any 
other two food groups. These products 
would contribute only a limited number 
of calories and would fail to contribute 
as diverse a range of nutrients and food 
components as a combination of two 
other food group.. 

2. Definition of “free” for meal-type 
products 

In the general principles proposal (56 
FR 60421 at 60473). FDA proposed 
definitions of the term “free” to describe 
the content of sugar and sodium in a 
food. The agency also proposed in the 
fat/cholesterol 
definitions oft 

reposal (56 RR 60478) 
t term’*%ee“ to describe 

the content of fat and cholesterol in a 
food. These proposed definitions 
applied both to individual foods and to 
meal-type products, and for meal-type 
products, were based on specified 
nutrient levels per reference amount 
and per labeled serving. The rationale 
proposed for the definition of “free” ’ 
was based on the finding that this 
nutrient content claim is an absolute 
term implying absence of a nutrient. 
The agency further stated that the 
definition considered the level of a 
nutrient that is at the reliable limit of 
detection and that is dietetically trivial 
or physiologically inconsequential. 

254. One comment supported the use 
of the same criteria for “free” claims for 
individual foods and for meal-type 
products. Another comment suggested 
that all nutrient content claims for meal- 
type products should be based on 
nutrient levels per WO g of food. 

The agency continues to believe, as it 
stated in the general principles proposal 
(56 FR 60421 at 60433), that the term 
“free” is an absolute term implying 
absence of a nutrient in a serving of a 
food, whether it is an individual food or 
a meal-type product, not absence of a 
nutrient in a specified weight of food 
such as per 100 g. Therefore, the agency 
rejects the suggestion that it base “free” 
claims for meal-type products on 
nutrient levels per 100 g. 

255. One comment stated that the 
proposed requirement of less than 2 mg 
per serving in the definition of 
“cholesterol free” for meal-type 
products is unreasonable. This comment 
stated that 2 mg of cholesterol in a 9- 
ounce serving is less than 0.008 percent, 
whereas in a small serving product such 
as crackers, the same amount of 
cholesterol represents 0.015 percent. 
This comment suggested raising the 
cholesterol free level for meal-type 
products to 5 mg per serving. The 
comment stated that at the 5 mg level 
60 servings of a meal-type product 
would be required to be consumed to 
meet the DRV and thus would result in 
ample protection for the consumer. 

This comment has not convinced the 
agency to raise the level for “cholesterol 
free” for meals and main dishes. The 
agency acknowledges that 2 mg of 
cholesterol in a meal/main dish product 
will be a much smaller percentage by 
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ight than a small serving size product 
ut points out that these percentage 

differences also occur with individual 
foods that vary considerably in serving 
size weight. The agen continues to 
believe that the same 3 olesterol level 
for the definition of “free” should be 
used for meal-type productS 8s for 
individual foods, because it is defining 
“free” as an absolute term implying 
absence of a nutrient in a Serving of 
food, irrespective of the serving size of 
the food in question. Accordingly, the 
agency has retained the proposed 
cholesterol levels in the final rule, 
including the disclasure Statement 
allowed for ingredients commonly 
understood to contain the nutrient in 
question. 
3. Definition of “low” and “very low” 
for meal-type products 
a. Basis for claims 

In the general prindples proposal, 
FDA proposed that the d&n&ion. of 
“low” and ‘.‘very low,” when describing 
the content of Sin e nutrients in meal- 
type products, be c .sed on nutrient 
levels per 100 g, The proposal stated 
that this approach would elleviate the 
need to accommodate the veriations in 
serving Size for the various 

T 
sof 

meals. The agency propposed at the 
nutrient levels per 100 g, except for 
calories, be the same levels for meal- 
type products as for individual foods. 
As part of the rationale for proposing 
specific levels of nutrients for the “low” 
definition of individual foods (56 FR 
60421 at 60440), the agency considered 
that the “low” definition should 1% 
sufficiently restrictive to allow 
consumers to select a variety of foods, 
including some that are “low” in a 
nutrient and some that are not “low,” 
and still meet cnrrent dietary 
recommendations. 

256. Many comments Supported using 
amounts of nutrients per 100 g as the 
basis for regulating “low” and “very 
low” claims on meal-type roduclta. One 
of these comments stated % at this is the 
only workable epproach because of the 
wide variety of products and the range 
in net weights encompassed within 
meal-type products. However, another 
comment stated that meel-type foods 
should have to meet the S8rne criteria 
(Le., a per serving rather than per 100 
g basis for claims) as single item foods 
to qualify for nutrient content claim. AXI 
additional comment expressed the view 
that an approach based on1 

E 
on nutrient 

amounts per 100 g would 8 
claims on 

ow many 
&-:ype products that 

would be prohibited on individual, 
foods. This comment end two other 
cnmments suggested, for example, that 

FDA consider requiring that 8 meal-type 
product obtain no more than a certain 
percentage of its calories from fat (e.g., 
20 percent) in order to qualify for a “low 
fat” claim. Two other comments 
supported upper limits for “low calorie” 
claims, with one comment 
recommending an upper limit of 300 
calories and another recommending an 
up er limit of 350 calories. 

#A agrees with the majority of 
comments that support the use of per 
100 g as the basis for regulatin “low” 
and “very low” claims on mea -type f 
products. FDA does not agree with the 
comment that meal-type products 
should have to meet the same criteria as 
single foods because meal/main dish 
products are generally 8 larger part of 
the total diet than sin le foods. 

The agency has %e8 not n persueded 
by these comments that there is e need 
or an a propriate basis for establishing 
upper imits for absolute amounts of P 
calories or nutrients per serving when 8 
claim for “low” is made. Rather, the 
agency believes that providing for the 
level of the nutrient per 100 g of food 
is generally Sufficient to prevent 
misleading claims on meal-type 
products. While FDA has usually 
assumed that food consumption 
patterns general1 
day and 8 snack with about 25 percent r 

reflect 3 meals per 

of dail in&e for esch), the agency 
notes s: at even if 8 meal-type products 
weighs 8s much as 400 g, the absolute 
amount of a nutrient or calories 
consumed would be relatively low and 
thus consistent with the claim. For 
example, a 400 g meal could contein no 
more than 12 g of fat, which is only 
about one-fifth of the DRV. 

Moreover, meal Size will increase and 
decrease 8s a function of the number of 
servings of individual foods in the meal- 
type product. burger persons in need of 
more calories and greater amounts of 
nutrients are expected to select a meal 
comprised of more servings of an 
individual food or of more Servings of 
different foods (hence a largar meal) 
than would be expected to be selected 
by a smaller person. Thus, a basis for 
determining an absolute amount of a 
nutrient that would preclude the 
product from being considered “low” in 
a 

R 
articuhu nutrient is problematic. 
owever, FDA is persuaded by 

comments that it is appropriate to 
require that meal-type products contain 
no more than a certain percentage of 
calories from fat. The agency recognizes 
that it is possible for certain meal-type 

! 
roducts to contain no more than 3 g of 

et per 100 g of product and still derive 
more than 30 percent of their calories 
from fat. FDA is concerned that claims 
be consistent with &eta.ry guid8noe. 

Current recommend8tiona 8re that 30 

P 
ercent or less of calories from fat and 
ess than 10 percent of calories from 

saturated fat. These recommendations 
are targeted toward the total diet, and 
the agency has stated in this document 
several times that they Should not be 
applied to individrral fob. However, 
the agency believes that 8 meal-type 
product makes a significant contribution 
to the diet and, thus, finds that it is 
appropriate to apply these total diet- 
oriented recommendations to meal-type 
products. By their nature, meal-type 
products 8re not sin e foods but 
combinations of fo tl s intended to 
contribute a larger amount to the diet 
than 8 single food. 

FDA has therefore concluded that 
“low fat” or “low Saturated fat” claims 
on meal-type produe that have more 
than 30 percent of calories from fat or 
10 percent or mor8 of calories from 
saturated fat 8re misleading to 
conSumerS and inconsistent with 
dietary guidance. Accordingly. the 
agency is 
5 lOl.SZ(b P 

mviding in new 
(3)(i) that meal-type products 

that contain 3 g or less of fat per 100 g 
and derive 30 percent or fewer of their 
calofies from fat may bear a “low fat” 
claim. Likewise, the agency is providing 
in new S 101.62&)(3)(i) that meal-type 
products that contain 1 g or less of 
saturated fat per 100 g and derive 1esS 
than 10 percent of their calories from 
Saturated fat may bear 8 “low saturated 
fat” claim. 
b. ‘Low calorie” 

257, In the general principles 
proposal, FDA requested comments on 
whether the criterion of 105 calories per 
100 g of 

0s 
roduct for “low calorie” meel- 

type pr ucts ~8s too low. A few 
comments from industry recommended 
that the level be raised from 105 calories 
per 100 g to 120 calories per 100 
of these comments w8s submitt et! 

. One 

organization that had previously 
by the 

suggested the 105 calories that became 
the level in FDA’S 

ex 
mposal. At lea& one 

comment suggest thet FDA not 
establish an upper limit for calories in 
a Serving. However, 8 foreign 
government su 
300 calories, 8n 7 

ested an upper limit of 
a well-known health 

organization Suggested 350 calories as 
the upper limit. Another comment 
maintained that the proposed criterion 
of 105 calories per 100 g was 8rbibt-y 
and did not bear any relation to the 
definition of “low calorie” for 
individual foods. This comment further 
maintained that 8 weight-based criterion 
was not necessarily relevant, that a “low 
calorie meal” WBB 8 contradiction in 
terms, and that consumers did not need 
this provision because of the availabiLtty 
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t~f comparative claims. An additional 
comment recommended that the 
number of calories be disclosed next to 
~~;.ec~ent content claim for meal-type 

First, F?IA disagrees with the 
comment that the ency should not 
provide a separate Ybfini tion for “low 
calorie” for meal; 

‘gp of the availability o 
e products because 
comparative 

claims. obesity is a major public health 
concern and tb~ agency has long 
acknowledged that the availability and 
marketing of low calorie food products 
helps to promote weight control among 
American consumers. The agency hes 
made provisions for absolute claims 
(such as “low”) as well as comparative 
claims (such as “reduced”) on 
individual foods, and, given that meal-’ 
type products are combinations of 
individual foods, finds no reason why 
such claims on meal-type products 
would not be helpful to consumers. 

Secondly, as &mussed in response to 
the 

g 
mvious comment, the agency has 

esta lished no upper limit for nutrient 
or calorie levels in meal-type products 
makin nutrient content claims, but 
instea d believes that the amotmt per 100 
g of food ,provides sufficient control iso 
that claims are not misleading to 
consumers and are consistent with 
current dietary recommendations. 

The agency acknowledged in its 
general principles @nposal(56 FR 
60421 at 60456) that establishing a 
definition for “low calorie” meal-type 
products was problematic but accepted 
the suggestion put forth in a comment 
that 105 calories per 100 g of food was 
reasonable and consistent with market 
pnwtices. FDA specifically asked for 
comments on this issue. Little support 
was expressed for this level, while 
several comments suggested that the 
level be raised from 105 calories to X:20 
calories 

FDA E 
er 100 g. 
ds .that it is appropriate to 

increase the definition to this level. The 
agency notes that 120 calories per 106 
g of food is low enou 

if 
to allow 

consumers to select ‘fferent t 
yxa” 

s of 
meal-type products during the y, 
including some that are “low” in 
calories and some that are not “low,” 
and still consume calories at a level 
consistent with weight control goals. 
For example, even if a meal product 
weighs 400 g it would be limited to no 
more than 480 calories. This calorie 
amount is less than one-fourth of the 
average recommended energy allowance 
for most adult age/sex groups (Ref. 28). 
Accordingly, FDA is revis’ new 
5 101.60(b)(3)(i) to provide 7% at to 
ualify for a “low calorie’” claim, a main 

% ish or a meal product contain 120 
calories or less per 100 g. 

c. ‘Low iodium” 

258. several industry comments 
supported raising the level of sodium 
that would justify a “low sodium” claim 
on meal-type products to 200 mg per 
160 g. One comment stated that the 140 
mg per 100 g level is more appropriate 
for medioaily super&&d tharapeutic 
diets to manage serious health 
conditions than for tie general 
population or for many individuals on 
restricted diets. The comment further 
stated that the 140 mg per 106 g level 
would inhibit, if not effectively 
preclude, the marketing of meal-type 
products to persons interested in 
restricting sodium intake. Another 
comment stated that they linew of no 
products that would qualify for “low 
sodium” at the 140 mg per 100 g level, 
while other comments maintained that 

P 
roducts below the 140 mg per 100 g 

eve1 would have an unacceptable flavor 
profile. Still another comment stated 
that for a 16 ounce 

P 
roduct, the 200 mg 

per 100 g level wou d represent one- 
fourth of the sodium DRV. The 
comment further stated that this 
definition for “low sodium” is 
reasonable because it provides suffmient 
mom for consumption of other sodium- 
containing foods during the day while 
remaining within the DRV. Additional 
comments stated that current USDA 
guidelines for low sodium meals require 
that sodium content be no more than 
560 mg for a four component dinner 
(minimum weight 10 ounces), which is 
a level to which consumers have grown 
accustomed. 

The agency is not persuaded that the 
140 mg of sodium per 100 g level for 
meal-type products should be raised, or 
that the level is too restrictive for 
products marketed to the general 
population. This level is consistent with 
the level for individual foods. Further, 
FDA believes that meal products labeled 
“low” should be low enough in a 
nutrient to allow a consumer to eat 
several such products and still have a 
significant reduction in total daily 
intake in the particular nutrient when 
compared to the DRV for that particular 
nutrient. The agency notes that with the 
140 mg/lOO g level, a meal product that 
weighs as much as 400 g could have no 
more than 560 mg of sodium, However, 
with the higher suggested level of 200 
mg/lOO g, a meal product at this weight 
could have as much as 8Ob mg of 
sodium, which is one-third of the 
sodium DRV (Le., 2,400 mg). This level 
would be too high for a low sodium 
claim on a meal product, ‘ven the 
assumption of a daily f oaf consumption 
pattern that includes three meals and a 

snack. (with about 25 percent of daily 
intake contributed by each). . 

The agency acknowled es that many 
products now on the m elf et would not 
qualify for “low sodium” with the 
criterion of 140 mg per 100 g but does 
not belfeve that currently marketed 
foods should be the driving force for a 
“low” definition. Acco&ngly, FDA has 
retained the 140 mg per 160 g level in 
new S 101.61(b)(S)(i). 
d. Other sodium claims 

259. One comment recommended that 
in addition to “low sodium,” “moderate 
sodium” be defined as a nutrient 
content claim on meal-t 
levels of sodium higher 

e products for 
L “low.” 

This term was recommended to allow 
consumers interested in modifying 
sodium intake a wider choice of 
products. 

The agency believes that the extsting 
nutrient content claims “low sodium” 
and “very low sodium” are adequate to 
provide information about sodium 
content to consumers wishing to limit 
their sodium intake. The comments did 
not provide any support for an 
additional term. The agency believes, 
for reasons discussed above, that the 
number of nutrient, content ol&ns % 
should be limited. The additional term 
suggested in the comment is like1 to 
confuse the consumer and possib f y 
reduce the effectiveness of the other 
nutrient content claims for sodium. 
Furthermore, consumers interested in 
modifying their sodium intake till be 
able to refer to the nutrition label to 
determine if the product meets their 
personal dietary needs. Accordingly, the 
agency is not defining “moderate 
sodium” for meal-type products. 
e. “Z.owfat” 

260. Two industry comments 
supported defining “low fat” for meal- 
type products as no more than 3.5 g per 
100 g instead of no more than 3 
100 g as FDA proposed. One of 8 

per 
ese 

comments stated that most meal-type 
products contain meat or poultry, and in 
order to use these ingredients, even lean 
cuts, the fat content will often be greater 
than 3 g per 100 g because of the meat 
requirements. The 3.5 g level, it was 
argued, would provide consumers with 
a greater number and variety of products 
available to them. 

As it stated in the general princi les 
proposal (56 FR 60421 at 60455), tfi e 
agency believes that the fat level for 
meal pmducts and main dish mducts 
should be consistent with the eve1 for P 
individual foods. Such consisten 

ca 
wi” 

minimize consumer confusion an 
assist consumera and health 
professionals in mcelling~and using 
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these definitions. The agency 
acknowledges that a number of meal- 
type products may not be able 1.0 make 
-“low fat” claims. IIowever. the term 
“lean” will be available to these 
products. FDA has retained the 
proposed level of 3 g or less per 100 g 
for a “low fat” claim in new 
fj 101.62(b)(3)(i). 
f. ‘Z.ow saturated fat” 

261. A few comments suppotied the 
proposed “low saturated fat” deilnition 
of no more than 1 g of saturated, fat per 
100 g for a meal-type product. Two 
comments, however, recommended that 
“low saturated fat” for all food products 
be defined as no more than 1 g lof 
saturated fat per serving or no more than 
7 percent calories from saturated fat. 

As discussed in comment 256 of this 
document, the agency believes lthat 
nutrient amounts per 100 g should be 
the basis for regulating “low” claims on 
meal-type products. However, als 
discussed in comment 256 of this 
document, the agency is establishing an 
additional criterion in new 
$101.62(c)(3)(i) that a meal-type 
product derive less than 10 percent of 
its calories from saturated fat in order to 
bear a “low saturated fat” claim. 
g. “Low cholesterol” 

262. Two comments recommended 
that FDA define “low cholesterol” for 
all meal-type products as no moire than 
20 mg of cholesterol per serving or no 
more than 15 mg cholesterol per 100 
nonfat calories. 

The agency is not persuaded to adopt 
this alternative criterion because, as 
previously stated, it believes that it is 
inappropriate and would confuse 
consumers to have a primary criterion 
for a “low” claim that links the amount 
of total fat in a food to the food’s ability 
to make a “low” claim for another 
nutrient. However, the agency is 
including in the “low cholesterol” 
definition of meal-type products in new 
$101.62(d)(3) a criterion that requires 
that a meal product contain no more 
than 2 g of saturated fat per 100 g. The 
agency has established this additional 
criterion under the authority in the 1990 
amendments to establish a saturated fat 
limit with cholesterol claims. Section 
403(r)(Z)(A)(vi) of the act states that a 
nutrient content claim “may not be 
made if the Secretary by regulation 
prohibits the claim because the c:laim is 
misleading in light of the level of 
another nutrient in the food.” As 
discussed above in response to 
comment 116 of this document, the 
agency believes that a saturated fat level 
that exceeds 2 g would make a 
cholesterol claim misleading because 

consumer expectations would not be 
met if such a food is not consistent with 
the recommendations of the health and 
dietary guidelines to lower blood 
cholesterol levels by limiting cholesterol 
and saturated fat intake. Thus, with 
respect to “low cholesterol” claims on 
meal-type products, the agency 
concludes that consumer expectations 
regarding blood cholesterol levels are 
met as long as the food contains 20 m 
or less of cholest8rol and 2 g or less o B 
saturated fat per 100 g. 
4. Definition of “percent fat free” for 
meal-type products 

263. A few comments supported the 
proposed requirement that a meal-type 
product meet (he “low fat” definition to 
make a “percent fat free” claim, whereas 
another comment stated that “percent 
fat free” claims can be particularly 
deceptive on meal-type products 
because many of these products, such as 
frozen dinners, have a high moisture 
content. The latter comment further 
stated that because moisture contributes 
significantly to a product’s weight, 
foods with a high moisture content can 
make higher (more impressive) “percent 
fat free” claims than foods with lower 
moisture levels. The comment pointed 
out that a lab81 on an 18 ounce frozen 
dinner containing 15 g of fat could make 
a “97 percent fat free” claim. 

The agency is not persuaded by the 
latter comment that a “percent fat free” 

claim on an l&ounce dinner that meets 
the “low fat” definition would be 
deceptive. Regardless of the total weight 
of the dinner, it still contains 3 g or less 
fat per 100 g, is a “low fat” meal-type 
product, and would assist consumers in 
limiting their fat intake. Thus, the 
agency finds that a percent fat free claim 
on meal-type products that meet the 
“low fat” definition, regardless of the 
serving size of the product, is not 
deceptive and can be useful in assisting 
consumers in meeting their dietary 
goals. 
5. Definition of “high” and “good 
source” 

In the general principles praposal(56 
FR 60421 at 60457) FDA proposed that 
for meal-type products, the nutrient 
levels for “high” and “good source” be 
the same percentages of the DRV or RDI 
as for individual foods, but that the 
basis for these nutrient levels be per 100 
g, not per serving. The agency proposed 
in 5 101,54(b)(2) that “high” be defined 
as 20 percent or more of the DRV or RDI 
per 100 g of product, and in 
S 101.54(c)(2) that “good source” be 
defined as 10 to 19 percent of the RDI . 
or DRV per 100 g of product. 

While one comment supported the 
us8 of a per 100 g basis for the 
definitions of “high” and “good 
source,” a few comments opposed this 
basis. For the reasons cited below, the 
latter comments have ersuaded the 
agency to reconsider tri e basis for 
“high” and “good source” claims for 
meal products and for main dish 
products. 

264. One comment recommended that 
FDA base its definition of “high“ and 
“good source” for all foods including 
meal-type products an a criterion that 
considers the nutrient/caloric 
contribution of a food. This comment 
proposed that “good source” be defined 
as at least 10 percent of the DRV or RDI 
per serving and at least 10 

P 
et-cent of the 

DRV per 200 calories. Simi arly, “high” 
would be defined as at least 20 percent 
of the DRV or RDI per serving and at 
least 20 percent of the DRV or RDI per 
200 calories. 

The agency rejects this alternative 
because it could result in plain 
vegetable products being able to make a 
claim for “high in vitamin C.” but a 
similar product with these vegetables in 
a sauce not being able to make this 
claim. The additional calories 
contributsd by the sauca would cause 
the product not to meet the minimum 
DRV level per 200 calories. Such an . 
approach to defining these claims 
would create inconsistencies in the use 
of the claims and could cause consumer 
confusion. 

265. Several comments stated that the 
per 100 g basis would result in 
inappropriately high nutrient levels for 
meal-type products eligible to make 
“high” or “good source” claims. For 
example, it was s&ted that to make a 
“high in fiber” or “high in vitamin C’ 
claim, a lo-ounce frozen dinner would 
be required to contain over one-half of 
the DRV or RDI. The comments stated 
that products that contain a smaller 
percent of the DRV or RDI still may be 
considered excellent nutrient sources. 
Alternatively, one comment 
recommended that the basis for the 
definitions of “high” and “good source” 
for meal-type products be per labeled 
serving rather than 

FDA is persuade 0 
er 100 g of food. 

, for the reasons 
given in the comments, that the per 100 
g basis would result in inappropriately 
high nutrient levels for meal-type 
products. The per 100 g basis would 
require that a lo-ounce meal-type 
product have at least 30 percent of the 
DRV to be labeled a “good source” of a 
nutrient, or at least 60 percent of the 
DRV or RDI to be labeled “high” in a 
nutrient. The agency acknowledges that 
some meal-type products on the market 
meet these definitions, but it is 



con-8d ~~~~~~~~fQay 
enc0urage.i~ 
these products, with litHa benefit to tbe 
consumer. 

Furthermore, the agency iS AOt 
persuaded to %&pt ths e~t%d 
alternaiive tq de& 3 “g Mturce” aAd 
“high” u&g the ham% mAtAg% 18v%lS 
as indied@ fooda,@r l&l&d @rviAg. 
because N would I.I& misleading b t&a&~ 
on a labs1 that a thme compkment mtral 
is “high” in a nut&At, when each of the 
three compone@% rAay only have 6 
perc%At of the J3RY OF R&H. 

Having con@des%d the alt&tiv& for 
definia 
claims L 

“high” &Ad !‘good ~ourc%” 
meal-typ% products and 

he mislleading, how%v%r, to state ‘OR n 
label that a speci@c i&ividual food in 
a me&yp% piodud is a “go&%our44Y’ 
of a nti%nt or iH@h” ia aAMri8Al. 
if that f&& ~m&~ths individual food 
criteria for tb&S% &&AS. 

COAtaiA&$A &% 

LAtent cl%jm (%.g., “Th8 Serving of 
broccoli in this product is high in 
vitamin 0,” “Th% S%rviAg of Sweet 
potatoes in this product is a good source 
of die&y fiber”). 

6. Reietive clahns for meal-type 
products 

FDA also proposed d&itions for 
“less” and “‘fewer,” “more.” “mducad,” 
and “light” for individual i&is in the 
general principles proposal (56 FR 
60421at80458~.Wi~theexoeptio~ of 
the terms “reduced” and “light,” FDA. 
proposed that the pmvi&ms for 
individual foods apply to meal-type- 
prodActS. 

Some of the comments, as discussed 
below, have pennraded the agency to 
change the ba& for “le9s,” “fewer,” and 
“more” olalms and to provide for 
“reduced” %Ad *‘iight” claims on maal 
prodActs and main dish products. 

a. “.kss,” ‘fewer,” and “mtxe’* 
FRA proposed requirements for “less” 

and “fewer” claima-on meal-typ% 
prodlrcts &t wem cm&SteAt with thet 

&at 

the product h%v%a &nimutn p%rce&ag% 
,md ab&At% redulatiofi c;c% a-MtriaAt %r 
labeled serving size cam-d with J: e 
reference Eood that it rese~tbl%S %~d for 
which it substitutes. For “more” &aims, 
the proposed mquirem@s included a 
provision that the pmdvct WAtain a# 
least IO percent.m4q.ofth%DRVor RDI 
for a n~tri%~t,, 
&% Q&g&$&& p” 

r I&&# MXY@ tiulrul 
&@j t&g 1 ~jJ$~~&j g&j 

for wM& it subGitut%s. 
However, informatictn provided in 

comments has persuaded theagency to 
revise the proposed requirements for the 
percent nutrient i&u&ion and abscdute 
nutrient reduction for the use of the 
comparative claims “less” and J‘fewsr” 
on meal-t 
t&SO IWiS ifi 

e products. The a enc has 
R8W !j f61.13@(1 f 4% Wi 

regard &-J r&retiGa foods. as previously 
discussed in *is d4mim%At, TJ& 
revision %p&s to nieal productsand 
main dish prod&s as well as to 
individual foods. 

266.01~ comment su 
criteria for corn 

%&I$ that. the 

R 
arative c aims on meal- 7 

type pmdu+ 3 ould be bas$ on a 
percentage difference in a nutrient per 
100 g of ftmd c-d with per 100 g 
of the r&r%nce food. TMs-comtnent 
pointed out that meal- products 
include a wid% variatg ’ tw4ffoods ?r 
and a&mp tif*s~~s&sz&. It further 
stated a%t czaiats that coftrpam 
dissimilitr prodticts, sucb’as a two 
cgmpiment p&&t to a three 
companeAt +A4t or sm aAd 
tomato sauoe-to macarani and cheese, 
would only lead to coqsumer confusion 
and misiaterpmtation g.f the claim. 

The ugency agrees th%t both * meal 
and main dish c%t%g+s iAcIude 
prodActs that vary substatialfy ia the 
number af foods, type of foods, and size 
of the M&d serving, and that claims 
that cornpam dissimihr products on a 
per labeled serving bssia have the 
potential to confuse co~surner~. For 
example, the only difkmnce between 
two products that may bear a . 
comparative clains under the proposed 
criteria may be the amount of the food 
components; The agency has also 
considered that comparative claims 
based on FDA’s proposed h&led 
serving size may encoursgs 
manufacturer manipuletion of serving 
size to mak@ theJe comp%Eative c&aims, 
given the fact that the bbelmd.serving 
size for many of these products is the 
single serve container rather that the 
ref%r%Afze amount, 

Thus, the agency finds merit in the 
commrent’souggestion to base a 
compamtive claim for m8aLtyps 
products on a p%r 160-g &t&m rather 
than perlaheled 88rvingsis%. A~a;m 
gk$albfb4kGtstba 
product based ma %A ubsolYteam4unt 

and not a serving%& ihat c8tl vary from 
one praduet to %&M&F M4r%over, Kpar 
100% critari43n is t*ely to not onc+3urage 
manipulation of S%rGng $iEe hause. the. 
serving size will have no bearing pn 
whether the food qu#ies to beas the 
claim, Thus, a CWQ wilt res#?f in more 
meaningful comparisons of dissimilar 
p;roducts. 

Awotditig$y, tlk%g%ncy: is 
establi&ing a per MIO g baais for the use 
of thsse compan~tivs terms on meall 
main dish ptiuds in n%w 
55 101.54(e&%i). lQl.6OfbHSl and 
-(c)(S). 101~6~.@#71, lOl.62~b&),(c)(S~, 
and (d)(6). Lik% ot&r rejativa cteims, a 
statement thet i&mtili%s .the refsnmce 
food and the pe~%&%g% c&mge in the 
nutribht II&St ,ha dmlur8d in imtiiate 
proximity ta the &at pr4s&esl t claim 

is the subj%ct srf the claim in the label: 
food to tb%~l%tterl~# that Autrient in the 
r%f8rs~c0 f&x8 muut b% d%&red either l 

adjacent to them& promin%@ c&m or 
on the iAformatianp%rml Ee.g,, Pat 
content has been r&toad fmm 2.5 g peh 
ounca to l.fg permmc%.), haddition, 
consistent’titi t~*~-~~~~ 
cMims OAR indflidwl .f4 
main dish products m 
comp%r%tivB cla9ma if& tev%+of the 
nut&t that h *0 S+ct d‘tb claim 
in the r&mm& ~Gxt&rn~ tbs 
definition for a “l&v” &&A for such 
nutrient. 

267. One comment Contend%d that .the 
agency’s publish& correction (57 FR 
6169, March 6,19!32) d the minimum 
absolute wdtmtloti c&erioA in thee 
definition d “few& aBlori&” f&m 
“more than 40 ea&ies” t4 “more than 
105 cd1oci~s” must be withdrawn from 
this rulemskiag because It &a 
substance of the proposal, and t e T 

stbe 

agency is Aot permittad to mak% a 
substantive proposal in a notice of 
correction. 

The agencydisagrees with the 
comment. In 
minimum r% 

‘reposing the absolute 
B @tion criterion for 

making compamtive &ielns. the agency 
coachrdsd &%t the mount dnutrient 
in the food beariag the claim should 
raflect-a nutritionally significant 
reduction in the amount af th%t nutrient 
when cornour& to the reference food. 
The agenci recognized, however, that 
no auidelinas or definitions were 
avaylable to d%termiA% the umount of 
reduction in a nutrient that would be 
nutritionally significant. Thus, the 
agency t%nt%tively cMcluded that such 
a crit%rion should bo based on the 
amount sp%c&d iA&% d&&ion of 
“low’” for th% Nutrient in question. The 
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agency ap lied this rationale to 
individua P foods as well as to meal type 
products. The amount specified in the 
proposed definition of “low calorie” for 
meal-type products was 105 calories per 
serving. Thus, it was clear that the 
intent of the agency was to propose an 
absolute minimum reduction c&erion 
for corn arative claims for decreased 
levels o P calories for,meal-type products 
as *‘more than 105 calories.” Therefore. 
the notice of corm&i&r did not Imake a 
substantive change in the propo.sal but 
only an editorial change. 
b. “‘Reduced” 

FDA proposed not to provide for the 
. use of “reduced” ch$ms on:meal-type 

products because it was of the opinion 
that there was an insufficient basis on 
which to establish a reference criterion. 
In the general principles proposal (56 
FR 60421 at 60456); the agency stated 
that meal-type products may have the 
same basic ingredient, e.g., fish, but may 
differ in their preparation and in added 
ingredients. Consequently, the agency 
expressed concern that such a provision 
could result fn fnappro 
comparisons of dissimi ar products. P 

riate 

266. One comment agreed that FDA 
should not aRow “reduced” as a 
nutrient content claim for meal-type 
products, whereas a few coxhqmts 
recommended that the term be 
permitted. One of the latter comments 
recommended that a single set of criteria 
for all comparative terms be applied to 
meal-type products. Thus, the same 
definitions would be used for 
“reduced,” “less,” “ibwer,” and “light.” 
Another comment was specffically 
concerned that there was no definition 
for “reduced fat” and “reduced 
cholesterol” meal-type products. An 
additional comment stated that 
manufacturers should be rxnitted to 
make a “reduced” claim or a meal-ty p” 

a 
e 

product if the recipe has been chsnge 
to effect a meaningful reduction in a 
nutrient from the previous recipe, and 
that to disallow “reduced” on, these 
products would be a serious 
disincentive for manufacturers to 
improve their products’ nutritional 
profiles and a disservice to consumers. 

In response to these comments, the 
agency has reconsidered its proposal to 
disallow “reduced” claims on meal-type 
products. In another section of &is 
document, the agency has concluded 
that comparisons using the term 
“reduced” are only appropriate for use 
in comparing similar foods, i.e., a 
reformulated version of a 
manufacturer’s product to the original 
product (e.g., a lasagna meal-type 
product that uses low fat ricotta cheese 
and lean meat may bear the claim 

“reduced” when the original product 
uses regular ricotta cheese and meaf, 
whereas a lasagna with low fat ricotta 
cheese that substitutes spinach for the 
meat portion could not bear a “reduced” 
claim but may bear a “less” claim Mh 
respect to the original product). This 
revised position of the agency is 
consistent with the comment that 
recommended that “‘reduced”’ be 
allowed on meal-type products that 
have been reformulated and addresses 
the agency’s earlier’concerns, es Ead 
in the genera) principles pro 
FR 60421 at SOSSS), that “ r uced” not, 
be used to compare dissimilar products. 
Accordingly, the agency is establishing 
similar provisions for use of the term 
“reduced” on meal-type products in 
new §$j 101.60(b)(S) and (c)(5); 
lOl.Wb)(7), 101,62(b)(5), (c)(5), and 
(d)(5). In addition, the agency advises 
that if the manufacturer should 
discontinuethe original mduct used as 
the basis for the “reduce a ” claim, the 
use of tha”reduced” claim is limited to 
a maximum of 6 months after the 
original product has been removed from 
the market. As with other comparative 
claims such as “less,” these provisions 
will require that the comparisons be 
based on per 100 g of the oduct, so 
that “reduced” claims wi f” 1 not be 
subject to m&@&ion by reducing the 
label servfng size (e.g., reduced fat-33 
percent less fat than our former recipe. 
Fat content has been lowered from 1.7 
to 1.1 g per ounce). 
c. “Light” 

FDA did not propose a deftition for 
“light” for meal-type products in its 
general princi 
similar to “re x 

les proposal because, 
uced” claims, the agency 

could not identify appropriate reference 
foods to permit this use of the claim (56 
FR 60421 at 60456). However, the 
agency tentatively concluded that the 
term “light” could be useful to 
consumers in selecting products that 
contain fewer calories than would be 
expected in a normal meal and asked for 
comments on the need for, and 
definition of, this term on meal-type 
products, The agency stated that it was 
considering allowing the term “light” to 
be used if a meal-type product met the 
criteria for a “low calorie” claim, 
provided that the product did not 
contain more than one-fourth of the 
DRV for fat, saturated fat, sodium, or 
cholesterol. The agency noted that the 
proposed “low calorie” level for a lo- 
ounce meal product (i.e., 105 calories 
per 100 g or 300 calories per 10 ounces) 
was nearly one fourth of the calorie 
intake in a calorie-restricted diet of 
1,200 calories a day. FDA further stated 
that the requirement that these four 

nutrients not exceed one-fourth of the 
DRV would ensure that “light” meal- 
type products would not contribute . 
amounts of these nutrients that would 
cause total daily intake to exceed 
recommended values. 

269. One comment agreed with FDA’s 
suggested definition of *‘light” for meal- 
type products (i.e., a “low calorie” 
meal-type product that contained no 
more than 25 percent of the DRV for fat, 
saturated fat, cholesterol, andaodium). 
Several comments, however, o&red 
alternative definitians for the use of the 
term on meal-typp products. A. few 
comments suggested that comparative 
criteria be used to deRne “light” for 
meal-type products. Onecomment 
recommended that the deRnition for 
%ght” for meal-type products be 
consistent with the definition of “light” 
for other foods, In addition, this 
comment stated that meal-type products 
should meet the per 100-g criterion. 
Other comments reoommended that a 
“light” claim be permitted on meal-type 
products ifs food product meets the 
definition for a “low nutrient” product, 
or if the product achieved a reduction 
of at least 25.percent ofcalories. One of 
these comments stated that there may be 
some instances when there will be an 
appropriate reference.food to which a 
comparison couldbe made. 

The agency’s general approach in 
defining nutrient content claims is to try 
to define terms as consistently as 
possible for all types of food. Thus, if 
the agency were to adopt comparative 
criteria for “light” claims for meal-type 
products, it would be consistent with 
the criteria that it has established for use 
of this term on individual foods. 
However. the agency believes that in the. 
case of meal-type products, there is only 
a limited group of appropriate reference 
foods for use with comparative claims. 
Meal-type products vary greatly in the 
number and type of ingredients as well 
as in labeled serving size, and as one 
comment stated, meal-type products, 
other than reformulated meal-type 
products do not truly “substitute” for a 
definable reference food as do 
individual foods. The agen 

“d 
is 

providing for the use of “re uced” on 
those meal-type products that are 
reformulated, and it considered whether 
the term “light” might also be 
appropriately used on these products. 
Limiting the use of “light” on meal-type 
products to only reformulated products 
would, however, greatly limit the 
number of such products that could bear 
this term. The agency has concluded 
that because of its widespread appeal 
and its potential usefulness in denoting 
foods that can assist consumers in 
maintaining healthy dietary practices, 
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the use of t&s term should not be so 
limited. Accordi@ 
rejected the sugges J 

, the agency has 
ens to use criteria 

that corn are a product with a reference 
food in cl! efining “light” for meal-type 
products. 

l basing its dietarv calcufetfons on a 2,000 
caloris diet, as discussed in the 
document on RDI’s and DRV’s, 
published elsewhere in this issue of the 
Federal Register. Thus, a “light” claim 
will be allowed on a 300 g 
(approximately 10 02) meal ifit contains 
no more that 360 calories. 

270. A few comments recommended 
that the term “light ’ not be permitted 
on meal-type products. Two of these 
comments stated that products meeting 
the criteria for a low calorie meal would 
already meet consumer expectations,, 
and therefore a “light” claim is 
unnecessary. Comments further note’d 
that eliminating unnecessary terms and 
different criteria for the same term 
would help reduce consumer confudon. 

The agency does not a 
comments that contend 43- 

e with the 
that the use of 

the term “light’, is without value on 
meal-type products. As e 
in the section on “light” 3 

lained above 
aims for 

individuals foods, the terms “light” and 
“light in sodium” in comment 185 are 
terms that have special usefulness as 
marketing tools for manufacturers to 

% 
uickly and easily convey to consumers 
at the product to which the term is 

at&bed has been significantly reduced 
in fat, calories, or sodium. Furthermore, 
available data and comments show that 
products labeled a8 “light” are 
particularly useful in achievtng a diet 
tirat is consistent with dietary 
guidelines. 

Thus, the agency has concluded that 
provisions for the use of the terms 
“light” and “light in sodium” on mea.1 
products and main dish products tbal: 
require (as discussed below in comment 
272 of this document) that meal-type 
products bearing such claims meet the 
definition of “low calorie,‘, “low fat,“’ or 
“low sodium” will assist consumers in 
implementing dietary recommendations 
with respect to limiting caloric, fat, and 
sodium intake. Further, as reflected in 
tbe legislative history (136 
Congressional Record 16609 (October 
24, lQQO)), Congress’ intent was to 
permit the use of the comparative claim 
“light” for entrees, meals, dinners (i.e., 
meal-type products): Accordingly, the 
agency rejects the suggestion to not 
allow this term on meal-type 

B 
roducts. 

271. One comment conten ed that 
FDA’s calorie criterion for “light” (i.e., 
no more than 105 calories per 100 g) 
was too restrictive. This comment 
recommended that “light” be allowed 
on-products that contain no more then 
450 to 550 calories (or about one-fifth to 
one-fourth of a 2,350 calorie diet). 

FDA has made a number of chances 
that have had tbe effect of making this 
criterion not as restrictive as this 
comment contended. The agency has 
modified the criterion. as discussed 
above, to 120 calories per 100 g and is 

272. Some of the comments ahio 
addressed what nutrfants,in add&&n to 
calories should~ be lfinlted for a meal- 
type product to qualify for a “light” 
claim. One comment suggested that the 
term “light” as applied to meal-t e 
products should focus on health ir meas 
rather than low calorie, while another 
comment stated that the conceptual 
basis of “light” should be different from 
“healthy.” The latter comment stated 
that “li 

P 
t” claims should be allowed 

on mea - 
T 

e products that are “low 
calorie,” “ ow fat,,, or both, with the 
relevant expressed claim (e.g., “low in 
calories) appearing in close proximity to 
the “light” claim. This comment stated 
that the term has been widely used to 
enable consumers to select products that 
contain less fat or fewer calories than 
would be expected in a normal meal. 
However, this comment specifically 
objected to the proposal’s suggestion of 
not aRowing more than 25 percent of 
the DRV for fat, saturated fat, * 
cholesterol, and sodium for a “light,’ 
claim to be made. Other comments 
agreed that there should be no 
restrictions on these fournutrients, 
whereas another comment stated that 
tbe restrictions should correspond to 
one-eighth of the DRV, rather than on& 
fourth, because the maximum permitted 
level of about 300 calories for a 10 
ounce 

% one-eig 
roduct would correspond to 
tb of the reference caloric 

intakeif 2,350 calories. 
FDA has reconsidered what nutrients 

should be limited in a meal-type 
product for it to be permitted to bear a 
“light” claim. FDA is persuaded by the 
comment that an unqualified “light” 
claim on meal/main dish products may 
appropriately refer to fat, calories, or 
both. However, as discussed in 
comment 269. tbe agency has 
determined that for meal-type products, 
“light” should not be limited to 
reductions in the level of nutrients in 
existing foods, Rather, the agency is 
persuaded by the comments that the 
term should denote those meal-type 
products in which the level of tbe 
nutrients are particularly useful in 
constructing a diet that is consistent 
with dietary guidelines, that is, the term 
should be ermitted on foods that are 
“low in ca P ories, ” “low in fat,” or both. 
Tbe agency notes that a provision for 
“light” to refer either to calories or to fat 
is consistent with the definition of 

“light” for individual foods that have 
less than 50 percent of calories from fat. 
It is also consistent with consumer . 
understanding of this term. FDA is also 
persuaded, however, that a statement 
that explains whether “light” is used to 
mean “low in fat, ‘* “low in calories,” or 
both should appear on the ,principal 
display panel to clarify the nature of the 
claim for sommnnns who rn6 
interested in limitin ti 

60 
calf 

be 
ories, only 

fat, or both (fi iOl.5 d)(Z 0)). 
Furthermore, to ensure thet this 
explanatory statement is sufficiently 
prominent relative to the .“light” claim, 
FDA concludes that it should be in no 
less than one-half the type size of the 
“light,‘ claim (new 5 101,56(d)(2)(ii)). 
This re uirement is also consistent with 
the Bna rule on “light” cfaims on 1 
individual foods that requires that 
qualifying statements of suffident type 
size must accom any the claim. 

Accordingly, I& A is defmfng “light” 
for meal products and main dish 
products in new 9 101,56(d). To meet 
this definition, a meal product or main 
dish product must meet the definition of 
“low” for calories, fat, or both (new 
ii 101.56(d)(l)). Further, the agency 
believes that for consistancy with 
individual foods, it sho.uld provide for 
use of the addttjonat claim “light in 
sodium” on meal-ty 
with individual foo r 

products. A$ 
s, the a 

determined that the words ‘, k 
ency has 
ght in 

sodium” or “lite in sodium” is a single 
descriptive term, presented in the 
manner described above, that should all 
be 
sty P 

resented in the same type size, 
e, color; and prominence. Further, 

the agency believes that such a “light in 
sodium” claim for meal-type products 
should be based on the same criteria as 
the “light” claim for other nutrients for 
meal-type products, i.e., it should be 
based on the “low” definition for the 
specified riutrtent. AccordingIy, the 
agency is defining “light in sodium” for 
meal-type products in new f 10,56(d)(2). 
To 

8 
ualify to make this claim, a meal 

pro uct or a main dish product must 
meet the definition of “low” for sodium 
(new !j 101,61(b)(5)(i)). However, 
because the nutrient that is the subject 
of tbe claim is identified as part of the 
claim i.e., the defined term is “light in 
sodium,” the agency believes that the 
additional defining label statement (i.e., 
“low in sodium”) that is r uired with 

“t other “light” claims on mea -type 
products would be adundant. 
Therefore, the agency is not requiring 
this additional information to be stated 
adjacent to the claim. 

FDA has also reconsidered whether 
the definition of “light” should require 
that fat, saturated fat, cholesterol. and 
sodium not excaed specified levels P 



product. The.pgency kas nos*iderrat 
that won td suggest that (xws~m fmwh5 
use “light%dWts expect ithese 
products to have lW&ricted levels for aW 
of these nutrients. especially if tk 
“light” claim ?s ci&fied by a strnkrntwrt 
that ideatif’ies the nutrL+m& the% are the 
subject d the d&n. I%w&er, if tlje 
levels of any af pbese mzt&Ms ?wWe 
sufficiently high in a prodnct, the 
product wiEI have to bear a disclosure 
statement referring the coiX%mer t0 the 
nutrition informetion panel that 
discloses &eamouaZ of the nutrient 
(new 5 l61.13@#2] and (h$@]t.. 
~~~~~~~~~~~~ gi;!z;q 
on the amount of saturated fat, 
cholesterol, or sodium. 
7. Definition of “haan” and “extra lean” 
for me&type producta 

As dimsod elsewhere in We 
document, a&bongb FDA did aal 
propose to d&m “leSn” or “extra +ean*’ 
in the general p&@&rs proper& the 
comnxmtehave persuaded &beageXrcy to 
ado theprovisiamrit~iWS~ts 

g’ esta lishing for “W’ and ymttra lean” 
for meat and vhry products, 
including meal-type producta, reg&t&ed 
by USDA. FDA is pm&ding for Ihe use 
of the term “‘lean” and “‘ezctra ban” to 
describe FDA rag&WI products 
comparable to &se covered by the ISIS 
reguiatatkta The criteria &at FDA is 
adopting for “lean” as used to djrscribe 
meal and main d&h products am 
provided in new 5 lCM.6z(eNZ) and 
“extra kmn” as uaed to describe mea! 
and main dish paodncts am provided in 
new 5 101&2W(4). 

According&y, the provisions in new 
s 101.62[e~2) reqx&e that for the term 
“1ean”o be used on the Mel or in ’ 
labeling of a meal psohsd OT main dish 
product that prodnct must contain less 
than 10 g of fat, less than 4 g of satnrated 
fat, and less than 95 mg of cholestemi 
per 100 g and per labeled serving. The 
provisions in new !$161.6Z(e~4) require 
that for the term “extra lean” to be used 
on the label or in f&aling af a maal 
product or a main dish product that 
product must contain less than 5 g of 
fat, less than 2 g of saturated fat, and 
less than 66 mg of cholesterol per WQ 
g and per labeled serving. 

The agency recognizes that the 
definitions for %&rn~~ and “extra lean” 
for main dfah prodncts aflow for use of 
the claim when levels of cbohaeterol 
exceed FDA’s disclosure levels for this 
nutrient in a main dish product (i.e., 66 
mg). It considered whetber to prohibit 
the claim on products tha. contained 
greeter than go mg of cbohastinok 
However, the agency htss conchrded that 
It wou1.t be mare beneficial io 

con- toJ)ow t#mcMrinn ina& 
type prw&cts whosecMo&rro~ content 
exceeds the disclaxwe IweE becaur~~ tha 
claims identify foods relative to other 
foods in this broad category of foods 
that contain lower amounts of fat end 
saturated fat. Cone~nently, these 
changee w+llaseW consurnera in 

&A’s disclosure level, the ksod wiI1 be 
required to bear a dimre statement 
that refers the consumer to the nutrition 
information pane! for additional 
information about cbolestsrdcontent. 
8. Disclosure statement 

In the gt3nsFal 
FR66423et664 
the concept of d&clasura 
individual foods to rate&~ p&~%. 
However, the agency did no% propose 
specific dischxnre kevals f&r meal-type 
products and aokited cwmnen 
whether the di2x&surs levela Lsd he 
different for meal-type tstbanfrlr 

H”‘” individual foods, and i so, what the 
levels should be and why. 

273. FDA reched uunments 
recommending tfaat it provide separate 
disclosure criteria for meal-type 
products. Seven& cotnme@a argued that 
the single food diacloaur&ve&s were 
too stringent to be ap lirrd to targe 
quantities of food St& as uwel*type 
products. Two coimnents snggeated that 
a specified amount of the designated 
nutrient per 166 g of product was the 
most a&ropriate%a& for a critdon. 

The 8eertcv consi- whether to 
retain tt;le’ di;Closu& levefs for 
individnal foods as the disclosure levels 
for meal-type products but on a per 100 
g basis ratbar than per sew&g (i.e. 13 g 
of total fat, 4 g of saturated fat* 66 mg 
cholesterol and 480 mg sodium). On this 
basis, a meal weighing 16 ounces (286 
g) would be subject to the disctostnw 
requirements if it contained 
approximately 36 g of fat or 55 percent 
of the DRV. A single meal product 
weighing 12 ounces (336 g) would be 
subject to the disclosure requirement if 
it contained about 44 g of fat or about 
67 percent of the DRV for total fat. If it 
is assumed that a “meal constitutes one- 
fourth of a total day’s nutrient/calorie 
intake, this criterion appears to be too 
high in that such a meal could 
contribute more than half of the total 
amount of the nutrient (i.e., fat, 
saturated fat, cholesterof. or sodium) 
generally recommended as a total daily 
intake, not be requued to bear a 
disclosure, yet still be able to bear a 
health claim. 

The comments received offered no 
alternatives to the per IOa g basis for 
disclosure levels for main dishes snd 

considered that if three meals and a 
snack were consumed during the day, 

contributed on o&i&ml 40 parsent d 
the DRV for th&-~utrient, then Ge +rs&l 
daily intake of the nutrient would od 
exceed 2flU pegcent of the iJEWS tk tewll 
the egwacy wed to eskblish d&l- 
levels kw inditidual foods Isae f!ae final 
rule on health &ima that qpeuw 
elsewhere in this issne of the I%dem~ 
Register). Thus, the agency is adopting 
40 percent of the DRV as the disch~aure 
level for meal Eorhtcts in Ws #I& r&e. 

The agency K rther cons&@ t&t 
the contribution of main dish roducts 
is generally between meal 

CE: 
rd &I cts and 

individual foods (for whi a &closure 
level of 20 percent of the DKV is 
established in this final rule]. Thus, the 
agency chose 30 percent of the DRV, the 
mid-point between meals and 
individual foods, as the discInsure fevai 
for main dish prodncts. 

Baaed on the comments received, the 
agency has est&&shed separate 
disclosure criteria for meallmain dish 
products. For meal products, new 
5 101.13(h)@) requires that a dkfosure 
statement be made on a product that 
makes e nutriiznt content claim if the 
food contains more than 26 g of fat, 8.0 
g of saturated fat, 126 mg of choIesteroJ, 
or 660 mg of sodium per labeled 
servmg. These Ievels correspond to no 
more than 40 percent of the DRV per 
labeled serving For main dish products, 
new 5 101.13(h)(3) requires that a 
disclosure statement be made on a 
product that makes a nutrient content 
claim if the food contains more than 
19.5 g of fat, 6.0 g of saturated fat. 90 
mg chohterol, or 720 mg of sodium per 
labeled serving. These levels correspond 
to no more than 30 percent of the DRV 
per labeled serving. 
9. Other 

275. The agency received a comment 
that racommended that the term 
“contrded” be defined as an implied 
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nutrient content claim for meal-type 
products. This comment asserted that 
this term would be very useful in 
describing carefully established levels of 
nutrients and has historically referred to 
established levels in a line of produclts 
designed to be used regularly within the 
context of a total diet that met dietary 
guidelines. The recommended criteria 
for the term ” ,ontrolled” recommended 
by the comment were: (1) Less than 300 
calories, (2) less than 30 percent of 
calories from fat, (3) no more than 65 mg 
cholesterol. and (4) less than 600 mg of 
sodium. 

The term “controlled” has 
traditionally been used in the 
marketplace (especially on products 
marketed for special dietary use) to refer 
to designated size portions of foods and 
not to levels of nutrients. Thus, the 
agency has not defined the term 
“controlled” as suggested in the 
comment. However, the agency advises 
that individuals who believe that there 
is a need for additional terms for the ‘use 
of implied claims on meal-type products 
may petition the agency under the 
provisions of § 101.69. 

IV. Restaurant Foods 
A. Nutrient Content Claims for 
Aestaumnt Foods 

FDA received many comments 
regarding the proposed nutrient content 
claims criteria as they would apply to 
restaurant foods and to foods sold in 
other establishments in which food that 
is ready for human consumption is sold 
(e.g., institutional food service, 
delicatessens, catering). In this 
discussion, such foods will be referred 
to as “restaurant foods,” firms selling 
such foods will be referred to as 
“restaurants.” and responsible 
individuals in these firms will be 
referred to as “restaurateurs.” However, 
the concepts and policies discussed are 
intended to apply broadly to the foods 
covered by section 403(q)(5)(A)(i) and 
(q)(s)(A)(ii) of the act. Issues with 
respect to menus are discussed 
separately below. 

276. Several comments stated that 
because the 1990 amendments are silent 
With respect to requiring restaurant 
foods to comply with the requirements 
for nutrient content claims, FDA is not 
legally required to regulate such claims 
for restaurant foods in a manner 
identical to that proposed for packaged 
foods. 

FDA disagrees with the comments 
that the 1990 amendments do not apply 
to nutrient content claims made for 
restaurant foods. As explained in the 
general principles proposal (56 FR 
60421 at 60428) the 1990 amendments, 

fully support the agency’s proposal in 
$101.13(o)(5) (redesignated as new 
5 101.13(q)(5)) that a nutrient content 
claim may not be used for food that is 
served in restaurants or other 
establishments in which food is seped 
for immediate human consumption, or 
for food that is sold for Sale or use in 
such establishments, unless the claim is 
used in a manner that is authorized by 
a definition that FDA has adopted. 
However, FDA agrees that under section 
403(r)(2) of the act, it is not required to 
regulate claims on restaurant foods in a 
manner identical to that for packaged 
foods. In fact, restaurants are exempt 
from the referral and disclosure 
requirements in section 402(r)(%)(B) of 
the act and certain of the requirements 
in section 402(r)(2)(A). FDA’s 
regulations incorporate these 
exemptions. While the regulatory 
criteria governing claims for restaurant- 
type foods need not be identical to those 
governing other foods, if claims on 
foods are to be useful for consumers, the 
criteria for those claims must be 
consistent. 

277. Several comments stated that 
restaurant foods should be required to 
comply with the proposed requirements 
for nutrient content claims. Some 
comments stated that many restaurant 
foods are centrally manufactured and 
conform to system-wide composiiion 
and quality standards. Therefore, many 
restaurants and restaurant chains, 
especially the larger ones, already have 
access to the nutrition information 
necessary to verify claims about their 
products. Finally, these comments 
stated that portion control of foods is 
practiced by many restaurants to control 
their food costs. and that this control 
will facilitate compliance by the 
industry. 

Some comments stated that the 
proposed regulations governing nutrient 
content claims would be impracticable 
for the restaurant industry because 
packaged foods and restaurant foods 
differ markedly in the way they are 
prepared and sold. For example, 
variability in the nutrient level of 
individual foods sold in restaurants 
occurs as a result of: (1) Seasonal, 
regional, and market variations in 
ingredients; (2) differences in 
preparation methods of simiiar foods; 
and (3) consumer preferences in terms 
of how food is prepared. The comments 
pointed out that these variabilities 
would require repeated costly analyses 
to determine if each food meets the 
criteria for the content claim. The 
comment cited additional. complicating 
factors such as: performance of 100-g 
calculations for meal-type products; 
inadequacy of current data bases on 

nutrient levels in many foods for 
validating nutrient content claims; and 
variations in recipes for restaurant 
foods. One comment estimated the cost 
of compliance in terms of redoing 
printed materials in the commercial 
sector of the food-service industry to b 
more than $500 million. Additionally, 
the comments assert that costs 
associated with product development. 
testing. preparation, marketing, and st. I 
training will be required. For these 
reasons, these comments requested th:g 
FDA exempt restaurant foods from tht. 
requirements for nutrient claims it is 
establishing in this final rule. 

Several comments stated that the 
proposed regulation for nutrient contell 
claims for restaurants is not .the least 
restrictive alternative available to FDA, 
in accordance with Executive Order 
12291. because it would essentially 
eliminate a foodservice operator’s 
ability to communicate meaningful 
nutrition information to consumers and 
create a disincentive for foodservice 
operators to develop healthful foods. 
These comments said that substantial 
costs of compliance with the new 
regulations would be passed on to 
consumers, and the small business 
segment of the industry would be 
especially adversely affected. The 
alternatives suggested by the comments 
are: (1) Develop definitions for 
foodservice oriented nutrient content 
claims; (2) develop voluntary guidelines 
for foodservice that specify how 
foodservice operators should provide 
nutrition information, or (3) establish a 
standard set of criteria concerning a 
recommended daily diet so that 
foodservice operators could flexibly and 
reliably design meals that may be 
promoted as healthful. 

Several comments specifically 
addressed the use of the term “light” on 
restaurant foods. One of these ccmments 
said that “light” used on a restaurant 
food or meal should have the same 
meamng as when placed on a packaged 
food. Another comment said that “light” 
should mean only a reduction in 
calories, and that it should be restricted 
to use on meal-type products, on salt 
substitutes, and for describing physical 
or organoleptic attributes. One comment 
said that “light” as used in a restaurant 
can mean a wide variety of things from 
lighter texture, color, or consistency to 
overall healthiness, and that the 
proposed definition was too restrictive 
A comment from a restaurant chain 
recommended that the term “light” 
should be used to refer to total meal 
packages that have at least 25 percent 
less fat, cholesterol, sodium, or caloriea 
than the traditional menu selections. 
This comment contended that a 



restimrunl me81 wiU take Ihe plexk of st 
least three servings. awl that a 25 
perc8nt reduction wok&d be significant 
in terms of total diet. 

0th -ts w8f8 less; specific in 
addressing tke iss~ofmst8urarrt foods 
or meals bearigg Feaative Gt&iXtU. one of 
these -said lhat relative claims 
should be parznjtted %ru total nmal 
packages at mstaur8nts. Anotb8r of 
the88 comments said that far relative 
claims, 8 r8ataumnt should cornpar a 
product to the restaurent’s own &duct. 

Given that almost half of th8 
American food d&u ia spent on food 
consumed away from homa. and that 
perhaps as much es 30 pereaDt of the 
Amerfo8n diet is conqmsed of foods 
prepared in food servic8 opm-ations, 
FLEA bebeves &at. from an overall 
public health perspective, this 
important @rumt of tb8 diet cannot be 
ignored. Further, FDA believes that 
dietary ir&rmaticm provided to 
consumer8 at point of urchase in 
restaurants and other B od service 
OP8r&X#S can be ussfui in helping 
Arnaricaris in maintaining healthy 
dietary practicea. FDA wants to 
encourage the provfsion of such dietary 
information. However, EDA firmly 
believes that consuiners expect, and 
des8rv8, that tb8.&inrS mad8 8? paint 
of~aretn&rfuIandnot 
mideading. 

FDA advbxas dmat rwt dl claims nude 
for reatarrmn? feod8 are rmcessafily the 
type of cleiaur that 818 eclver8d by the 
1990 amendmonts. For the seke of 
clarification, the agency ot+s the 
followin ob88rv8tfon8, 

tB 
E&3 !smb 

-as “ligb y tmradod,” ‘*bgbt crwst,” or 
“in 8 If&t (wuc8” on a &gf~ or #acard 
are not rnit+nt content &rims covered 
by the 19~0 CnmaMhnents. Mover, 
becausct of tb8 impdaace of context, 
statements snob 8s “Light Fare,” “L&e 
Bites,” or ‘Ugbt Entr~s” will not be 
considsred nutrient content claims if 
the sign or placard on which ttfs 
statement app8aru offms an expbinatioo 
of the basis for the t8rms that makes 
clear that they am not intended to 
characterize the hd of a nutrieut. For 
example, a term such as “f&e Fat-8,” on 
a sign or placard follow&d by an ,a&n-isk 
referring to a note that makes C&W that 
in this restaurant th8 term means dishas 
with smaller partion size8 then normaJ 
would not be-considered a nutrient 

x contant claim nnder s8ctioo 403fr) of 
the act. In most c8a8s, a P~~~ejltly 
displayehd disclaimer or information th8t 
clearly ex&ins the basis for the use of 
ths term. and that daas not characterize 
the level of a nutriemt in the 
explanation. wili b8 sufEci8nt to rernov8 
that us8 of t&z8 term from tlm cove-e 
of the 1QQQ amendm8nts. 

Sirnit& , s mtauremt map be k&k ta 
use symba s next to tiw btiag of un Y 
item on a s&o or pkmtrd where the 
symbols are ch?-ar!y exPk&& in twrms 
that would not su+ct the claim 
implied by tb8 symbol to tb8 1998 
amendntents. For 8xamp&8. the use of a 
star symkml next $0 the lfame OEan 
en&e, where t&e 
a footnot stating 
instead of f&d, w&d not be s&+t to 
the 1990 amendments. 

Also, a restaurant may use symbols or 
make r8f8r8nc8 on a sign or f&card to 
the cpitttris of a h8&b pmisssfonaf 
organ&&ion or aaasdtinggroup and 

this entree is consis&mt with ttre g8rmral 
di&ary guidelines of tb8 AHA will fie 
-d-f-Y* , 
nutrient Golltent or 
to sention 403&l ofthe ad pswZ!CE 
explexsatleu does no& o&8ct& tb8 
leiel of a nutrient. 

Fin&r. a restaurant also be able 

Axxmricsns tag.. 5lQd~%cs8okias, less 
than 30 pen;ant ce.Wes f&ml f&t, k&se 
than lopercent r2+ikubfxwrn 8ntiteld 
fat, emphasis on etetbk fruits. and 
grain pmducts, m  z&iru t?3USeafSUpS 
and so&c;EiumJ. FDA ancourag88 sncb 
actions *se a meal t#@aUy a 
reatam meal+ represak8b 8 atgntfiumt 
portion of be day’s ctmsumption, 8s 
corn 

J 
amd ta an tndividasi food 

P uct.Amstau&ellrmeysignalto 
customersbytheueeofatermor 
symbolonasi#kor@cardthatthe 
meal is kmuktted in accx&amx with 
dietary guidelines, and i33A wiff 
constder such indications to be dietary 
guidance and not nutrient content 
claims und8r the IQQQ amendm8nts. 

FDA is in&ding a Provision in new 
5 lQl.l3fq)@)(iii) that d8scrib8s when 
such indications will be considered to 
constitute dietary guidance a 
nutrient content ciaima, The 
evaluate the validity of such guidance 
on the basis of its being truthful md n& 
misle8d.ing undar s8ction 403(a) of the 
act. However, if th8 restaurateur go8s on 
to characterize the level of nutrients in 
the food. it would subject the food and 
the claims for the food to the nti8nt 
content claim regfme. Wben a restaurant 
uses a defined term such as “low 
calorie,” uses the term “hght’” without 
furlher exphmatfon, or us88 8 term or 
symbol that is 8x@fned in such a way 
thaf states or impfiss ltnrefs of nutri8nts 

in tb8 food, it must corn& with RIA’S 
cl&mans cd those tms. 

How the restaurant d8mozmtralates 
compliarpce with thase definitions ia a 
dif&ztl matter. FDA ms that, as 
detailed in &8 -&tbereare 
Vari8tiOnar in tb8 nu.trhsnt.v&S for 
rest8umut foods, Sanne of *se 
variations 8r8 not uBiqUe to W8urnnts. 
Mrwutiurew* of Ptrckaged foods ahro 
have to deat with disferanoes in nutrient 
levels as a result of MbBaonaf, mgioaal, 
and sup tier variations. FDA has been 
able ta CEt vi&p workable criteFie that 
take into fas%xmx.xt these v~llc?ne. 
HcEwever. tbeagenq sclmomtedges~t 
them arw vsprietions unique to nmtauntnt 
foods (e.g.. methods of p”par&&. 
Moreover~ FEEA regsrgaiges t&W tb8r8 ~8 
di~lt~&~asdwrmn8tratedby 
tha comments, as to bow szx&Ip to 
analyn8 res%aur8nt Lo&3 in a reasonabkr 
and cost effgdive mamma. 

while t lmw arehifficulttes s&ted 
with restanmnt foods, FDA cxm&&s 
that the cli~~rrrermt~graat~ 
to pre* rtlstaurfmts-from maL,ng j 
claimsor&opr8venttbsi8g8nq&zn i 
being &&I to assup cxmsunsor~ t.bot the 
nutrient content claims tb& 
restaurant foods re&onabiy 
nutrient oont8nt of tb8 food. Tb~8, F&4 
is prov&iiog in rMW% 10213f#S&i) 
that, except tf a &aim is made en a 
menu,azfMeurezrtfnodatay&4ara 
nutrient amt8nt &rim if the 
restaurateur b8s a 443 basis on 
which to bslievtl that t& food that bears 
th8dZlimm88tstb8deff&iCUlfortb8 
claim thet FDA km8 8st&bsb8d under 
section 403&)@)(A)(i) of&a ad. Thus, 
if a restaurstlsur ~&X&I a f&h dkh es 
“low fat,” on a rsigm or a pbrd he or 
she mu& have a 1efsotit8 boss0 far 
believing that the dish cocnpfiea with 
FDA’s definition for “tow Eat,” fhat is it 
contains iess tb8n 3 g 8P f& per IQQ g. 
The xt+amn&te basis can b8 pmvid8d in 
a number of ways. TIM r8ataur8teur can 
show, for ex&&rple, that FDA’s guideline 
on nutrient 18Veb in seafood (SS FR 
60839, Appendix B, Nov8mb8r 27,lQQl) 
shows that the fish contains less than 3 
g of fat per 100 g, and that the methe? 
of cookiogand at& foods uared in the 
dish would not add fat. In addition, the 
restaurateur could show that ha or she 
retied on a r&able cookbook tbs. geve 
values for fat in the finished food that 
were less than 3 g per 100 g. CeFtainly 
other methods are possible. If a 
restaurateur uses recognirzrd data bases 
for raw and proGess8d foods to compute 
nutrient levels in the foods or meats and 
then does not use methods of 
preparation that violate the appropriate 
use af data ~ES.MM (e-g.. uncontrntled 
addition of ingredients or inapproPriate 
substitutions of ingredients). FDA wf*fll 



find the&~&a ma36hahb beeis far- 
believln that the f &e&s Thai c&&a 

%i?n fore d &l nutrient content claim. 
Upon request, themstaurateur will be 

expffcted to sent the basis on which 
he or she b8 ;E;” eves that the pertinent 
nutrient ‘levels ate present in the foods. 
In addRio& the&%nmust be prepared 
to &muns&&e that it ad&m&to th8 
information that provides the basis for 
its belief, 1.8.; to the recipe, use of 
certain types and smotmts of 
ingredients, or preparation methods in 
preparing the food. The a envy will 
then determine whether tfi ‘e basis cited 
by the restaurant reasonably supports its 
use of a nutrient content claim such as 
“low c&&C@r ‘%w fat,” 

% masen&le basis for belief 
standard for restemnt nutrient content 
claims wlllprovide mgulato@ officials, 
especially State and local authorities, 
with sn tdfective standard for verifying 
that such cfaims are tr@hful and not 
misleading and in accordance with FDA 
regulations. FDA does not have 
resourcmto adequately enforce its 
regulations in restaurants. State and 
local authorities have traditionally 
carried out thisr8sponsibility. In 
addition, se&on 4 d&e ~$90 
amensEmeaQs~~ th& State and 
local an&Pities may enfnrce section 
403(~1 of the act in Federal court. 

The agency nut& however, that while 
restaurants, cad pertic&&y small 
restaurants~ have nominaRy been 
subject to RD.&‘5 existing nutrition 
labeling regulation (see % lOl.lO), the;y 
have, as a practical matter, not been 
required Q comply with these 
Reguletions Qrtit.h*state or loc81 
regulatltmsthat lcxmsed on the nutrient 
content of the food Thus, thb effort5 
that will be necessary on the art of 
restaurants to show that th 
reasonable basis to believe s 

I& awe a 
at their 

food complies with the nutrient content 
claims requirements will be significant. 
These efforts will place particularly 
great demands on the resources of the 
small business segment of the industry, 
that is, restaurant firms that have ten or 
less individual restaurant 
establishments (Ref. 34). FDA will refer 
to this segment of the industry as “small 
restaurants.” 

Small restaurants generally do not 
have the established nutrition sup art 
component that larger restaurant ,K ains 
have. Thus. it will be more difficult for 
small restaurants to determine how to 
adapt nutrient content information to 
their individual food selection and 
preparation methods. In addition, it is 
likely that they will not be as aware of 
available information sources, like 
nutrient content data bases, as large 
chains. Moreover, because of ~~so~rc~ 

li&ations, asmfdlm~tisnotas 
like1 

h fami 
as a large &tsu&mt chain to be 

‘ar with IGaderal requirements. 
Thus, small~restaurants will have to 
become familiar with not only FDA’s 
requirements, but with available FDA 
information, like the nutrient content 
information that 
lza@twb s9&.kib 
voluntary labeling of raw fruits and 
vegetables (56 FR 60880, November 27, 
1991). 

Because of the great initial demands 
that small restaurants will find if they 
wish to make claims, FDA has decided 
that they should be given additional 
time to come lx& compliance with 
these regulations. Without additional 
time, for the reasons discussed above, 
small restaurants will be placed at a 
disadvantage with respect to their 
ability to make claims. As a result, they 
may decide not to even attempt to 
provide useful nutrition information to 
consumer5 about their foods. To rovide 
for equitable implementation of Jle se 
requirements for small restaurants, FDA 
has decided to not make f 101,13(q)(3) 
effective with respect to such 
estab&shments until Fehrmary 14,1995. 

While,& statute will b8 in effect 
during that p+-iab& I?@&.* mat en&wee 
the 5Qtute’s nutrjenl amtent daim 
requirements in sma@ restaurants until 
the regulations. are effeotive. Although 
state action is not pre#mp&d under 
section 4QQA(aMril .d the act until 
Federal regulations are effective, the 
agency expects that States will refrain 
from enforcing any nutrient content 
claim requirlrmeats in small restaurants 
until the Federal regulations are 
effective fix those restaunmts. 

FDA believeis that this frctlon is fully 
consistent with the 1990 amendments 
and with the act. The 1990 amendments 
impose no date b 
regulation5 must Ii 

which the agency’s 
e effective, only when 

they-must be promulgated (see sections 
3 and 10 of the 1990 amendments]. 
Moreover, FDA believes that this action 
will facilitate effective enforcement of 
the act. FDA believes that the agency’s 
and State’s resources can best be used 
during this initial period in educating ’ 
small restaurants about the 
requirement5 of the law and by 
developing a better understanding of the 
unique prai2tical circumstances of small 
restaurants in complying with nutrient 
content labeling requirements. 
Moreover, during this period, there will 
be an opportunity for interested persons 
to develop new data bases that will help 
facilitate the provision of nutrition 
information on foods sold in restaurants 
and particularly in small restaurants. 

ris an additional measure of 
flexibility, which will especially benefit 

small re&aumn@ it was d&&td not to 
inclu;de &&&3 bn menus wit&in the 
coverage of these regulations. EDA has 
considerable discretion in regulating 
nutrient content clsims in mstaumnts. 
As the comments have indicated, there 
are unique problems and ,r.xm&rns 
assuti~ed~W& lyjqblthg $wli cl&Ins. 

to nutrient abn*t tA+hs made lil 
restaurants except on‘merius~ The 

“K 
ency’s efforts will foti on 5ign5, 

p acards,, and posters;?vhi& am 
increasingly uaedln f&t food and other 
restaurants to bring nutritiofi 
inform&on an& r&&n& aht fo@ to 
consum& @i&al& att&t%m The 
comments p&&d out that menus are 
subje$ to f&quent, even dally, change. 
This additipnal measureof Bhxibiwy for 
menus will he 
especiall. 

it 
z 

assure that +&mmnts, 
sr@ 1 restaurants, .will not be 

deterred y the 1Qgd amendipeots from 
providing useful nutrition-r&ted 
information to th&r ct@&mers. State’s 
remain free, ltmhtw,,to ensur+ under .’ 

provision. of nutrient related 
information in mstatmants to be solved. 
It is possible that there am other . 
definitional &terla that are more 
appropriatefer restaurant feeds than 
those that FDAhes developedbased 
largely on pa&eged #n&la. Also, it may 
be that cansumers have comRietely 
different expeotations for, and 
understanding of, terms used for 
restaurant foods as compared to the 
same terms used on packaged foods. If 
this is the case, a different glossary of 
terms for use in restaurants may be 
appropriate. However, at this time, the 
agency simply does not have the data or 
knowledge on which to base such 
determinations. FDA is working, and 
will continue to work, with the 
restaurant industry to determine how 
terms are used on restaurant foods and 
whether such terms are appropriate. For 
example, with FDA’s cooperation, the 
National Restaurant Association is 
planning to undertake a survey of 
industry use of nutrition information 
and of consumer knowledge, practices, 
expectations, and understanding of 
various terms and symbols in 
restaurants, FDA is open to petitions for 
different criteria for nutrient content 
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claims for restaurant foods, and if data 
warrant, the agency will consider 
establishing regulations specifically for 
restaurant foods. 

FDA also recognizes that there are a 
number of significant issues concerning 
the adequacy of existing data bases for 
use to compute nutrient bvels in 
restaurant meals. Hewever, the agency 
is working, and will continue to work, 
with the restaurant industry to assess 
the adequacy of these data bases and to 
encourage the development of 
additional or newer data where those 
data bases are found to be lackin 

In develo@g more specific po mies, 7. 
FDA will also Consider whether 
restaurant foods should be afforded 
greater latitude in the compliance 
criteria than the criteria that are 
currently applied to nutrient variations 
in processed foods. FDA regulations 
state that for naturally occurring 
vitamins, minerals, and protein, the 
nutrient content must be at least.80 
percent of the value declared, and that 
for calories, carbohydiate, fat, and 
sodium, the level must not exceed the 
declared value by more than 29 percent. 
The a ency recognizes that all data 
bases % ave inherent variabilities, and 
that a computed nutrient level for a food 
with several ingredients may have an 
accumulated variability that exceeds the 
agency’s criteria for packaged foods. 
FDA is concerned about the acc.uracy of 
nutrient level estimations, but pending 
the development of better data, the 
agency will accept, as a reasonable 
basis, claims based on nutrient levels 
drawn from recognized nutrient data 
bases, without regard to the computed 
variability or to differences between the 
computed nutrient levels and levels 
determined by laboratory analyses. The 
agency is open to comments and 
suggestions on how nutrient variability 
issues should be addressed for 
restaurant foods and will continue to 
work with the industry on this issue. 

278. One comment stated that the use 
of the terms “healthy” or “healthful” on 
meal-type products is necessary for 
restaurants to assist the consumer in 
identifying the choices that fit an eating 
pattern consistent with reducing the risk 
of certain chronic diseases. This 
comment further stated that 
disqualifying levels for fat, saturated fat, 
sodium, and cholesterol should ba set in 
order to prevent inappropriate foods 
from bearing this claim. 

The agency is publishing a proposed 
rule concerning use of the term 
“healthy” as an implied nutrient 
content claim elsewhere in this issue of 
the Federal Register. Any comments and 
information with respect to whether the 
agency’s tentative definition of r 

“healthy” is appropriate for restaurant 
meals and main dishes will be 
considered in that rulemaking. 
B. Nutrition Labeling of Restaumnt 
Foods 

279. Several comments agreed that 
FDA has authority to require nutrition 
labeling when nutrient content claims 
are made on restaurant foods and stated 
that nutrition labeling should be 
required on restaurant foods bearing 
claims. These comments generally 
contended that restauranta shoutd be 
required to follow the same nutrition 
labeling requirements as food, 
manufacturers when nutrient content 
claims are made. 

Many comments expressed the 
opinion that FT3A does not have 
authority to require nutrition labeling 
when nutrient content claims are made 
on restaurant foods and stated that 
nutrition labeling should not be 
required on restaurant foods bearing 
nutrient content ckims. These 
comments germrally contended that 
since the act exempts restaurant foods 
from nutrition labeling. FDA should 
allow for the nutrition labeling of 
restaurant foods on a voluntary basis. 

FDA finds nothing in the comments to 
persuade the agency to adopt a position 
different f&m that stated in thegeneral 
prindples proposal (56 FR 60421 at 
60427). The agency continues to believe 
that it has the authority to issue 
regulations requiring restaurants that 
make nutrient content dlaims to adhere 
to the requirements for such claims, 
including nutrition labeling. 

280. A few comments stated that if 
nutrition labeling were required for 
restaurant foods bearing nutrient 
content claims, restaurants would not 
make such claims because restaurant 
foods are not standardized, and it would 
be too costly to provide accurate 
nutrition information for these foods. 
The comments also stated that 
mandatory nutrition labeling (when a 
claim is made) would inhibit restaurants 
from making frequent and more 
healthful changes in food. 

Full nutrition labeling provides the 
consumer with a way of evaluating a 
claim within the nutrient context of the 
food or meal and, therefore, is 
advantageous in allowing more 
informed comparisons. However, in the 
general principles proposal (56 FR 
60421 at 60427), the a ency recognized 
the difficulty of provi ‘ng nutrition %l 
labeling for restaurant foods and asked 
for comment. The comments have 
persuaded the agency that, at this time, 
a requirement for full nutrition labeling 
could be a significant barrier to the 
transfer of information about favorable 

nutritional characteristics of restaurant 
foods. Therefore, FDA is not requiring 
that full nutrition labeling be provided 
when a nutrient content claim is made 
for restaurant foods. It is adopting a 
somewhat different approach to the 
provision of nutrient in%3rmation to the 
consumer, as explained in the response 
to the next comment. The agency does, 
however, encourage the voluntary 
provision of full nuttier)t information 
for restaurant foods, even when claims 
are not made. 

281. Some comments stated that if 
nutrition labelin 
restmeant foods 

were required for 
%wi ng a claim, 

restaurants could utilize available 
nutrition software programs and 
recognized databases to provide the 
necessary information for the nutrition 
label. One immment stated that FDA 
should deveIop educational materials 
for restaurants that explain their 
obligation not to make nutrient or health 
claims without pmviding nutrition 
labeling. A Lew comments stated that 
before requiring mandatory nutrition 
labeling of restaurant foods bearing 
nutrient content claims, a pilot study 
should be done to determine the cost 
and feasibility of such labeling,and that 
more %tu& 
re 

?D? t 
uires I^a 

is needed before the agency 
ring on restaurant foods. 

A believes that consumers should 
have access to in~armation about the 
nutrient content of restaurantfaods for 
which nutrient content claims or health 
claims are made. The agency is 
requiring in new 5 ltX.10 that such 
information be available upon request 
by a consumer. However, beesuse FDA 
recognizes the difficulty of providing 
nutrition labeling for restaurant foods, at 
this time it will allow such information 
to be conveyed either by nutrition 
labeling as described in new 5 101.9 or 
by the provision of information to the 
consumer about the level of the nutrient 
for which the claim is made in a serving 
of the food upon request by the 
consumer. Under the latter alternative, 
for example, if a 333 g meal is 
characterized as being “low fat,” the 
consumer could be informed that the 
meal contains less than 10 g of fat. 
Therefore, under this alternative the 
restaurateur need not state the actuel 
amount of the nutrient present in a 
serving of the food but may simply state 
that the nutrient is present at “less 
than” or “greater than” the amount that 
would enable the serving of the food to 
make the claim. Thus, the agency is not 
requiring that the firm conduct an 
analysis of the food in order to provide 
this information, On the contrary, this 
information should be readily availsble 
to the firm from its determination that 
the food conforms to the criteria for the 
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claim. For the interim, the agency will 
cunsider that the revision of this 
limited amounf 0 P information to 
consumem will serve ES the functional 
equivalent of nutrition labeling. 

Further, the considerations discussed 
in the previous section concerning the 
effective date for small restaurants that 
maks nutrient content claims also apply 
with respect to nutrition labeling w:hen 
a nutrient contenf claim is made in 
those restaurants. Therefore, FDA is also 
deferring the effective date of 5 101.10 
for 1 year for small restaurants. 

FDA agrees with the comments that 
educational programs and further study 
will be helpful. However, the statutory 
timeframes imposed on the agancy by 
the 1990 amendments do not afford 
FDA the luxury of deferring until some 
future time all ruIemaking on restaurant 
foods. The agency recognizes the 
limitations in the approach that it is 
taking and encourages the restaurant 
industry to continue ta work with FjDA 
to devise a program that will providla 
consumers with truthful and accurare 
nutrition information, without at the 
same time inhibiting the flow of such 
information or the development of 
healthier foods. The agency points out 
that the conduct of feasibility and 
consumer studies is more properly the 
responsibility of the regulated industry, 
and that FDA is currently working with 
the industry to do such studies. 

262. One comment stated that 
S 101.10 should be deleted because it 
would be outdated if nutrition labeling 
ri?quirements are imposed for restaurant 
foods besring claims. 

For tha reaaonadiscussed above, FDA 
is deleting current sl91.10. However, 
FDA is replacing it with a new 
provision that sets forth how nutrient 
information is to be provided when a 
claim that is subject to section 403(r) of 
the act is made for restaurant foods. The 
agency believes that information in 
$101.10 was useful in advising firms, 
ahout alternatives for declaring nutrition 
information when a claim is made, and 
as revised, 5 101.10 will continue to 
save this purpose. 

283. Other comments eddressed 
specific issues of nutrition labeling for 
restaurant foods, such as whether the 
requirement for nutrition labeling of 
restaurant foods should apply ouly to 
large restaurants with fixed items, and 
whether the content or format of 
nutrition labeiing should be different for 
the foodservice industry than for 
packaged foods. 

PDA will address these issues in its 
further deliberations and in its 
r-:.utinued interactions with the 
rt.gutated industries. The agency is 

likely to seek comment on a number of 
these issues in the future. 
V. Petitions 

In the general principles proposal (5fi 
FR 60421 at 60458). FDA proposed to 
establish procedural regulations to 
govern the submission, content, and 
qpcy tsview of the three types of 
petitions authorized by section 403(r)(4) 
of the act (i.e., petitions for nutrient 
content claims, for synonymous terms, 
and for the use of en implied claim in 
a brand name). The agency slao 
proposed to redelegate to the Director 
and Deputy Director of the Center for 
Food Safety and Applied Nutrition 
(CFSAN) all of the functions of the 
Commissioner of Food and Drugs 
relating to petitions for label claims 
under section 403&) of the act involving 
noncontroversial issues Further, the 
ageocy reiterated its interim policy an 
petitions submitted pursuant to the 
1999 amendments that it announced in 
a notice published in tha Federal 
Register of March 14,199X [56 FR 
10906], i.e., that the agency intends to 
defer qr deny action on all such 
petitions until it establishes the final 
procedural regulations for the 
submission, content, and review of 
these petitions. 

284. One comment stated that the 
1990 amendments do not require FDA 
to establish procedural regulations for 
petitions, and that the agency does not 
have the authority to defer or deny any 
petition submitted to the agency on the 
basis that the agency has not established 
regulations. 

Although the 1990 amendments do 
not require FDA to establish procedural 
regulations for the petitions prescribed 
therein, FDA stated in a notice in the 
Federal Register of March 14,X991, (56 
FR 10906) that the most efficient way to 
manage a large influx of petitibns likely 
under the 1990 amendments and to 
utilize agency resources is for FDA first 
to e$abIish procedural regulations for 
handling petitions, and secondly to 
make them final at the same time as the 
other substantive regulations 
implementing the 1990 amendments. 
The agency continues to believe in the 
wisdom of this approach: Obviously, it 
will be more efficient for the agency to 
be able to simply review petitions to 
determine whether the petitioner has 
provided an appropriate basis to justify 
a claim, than to have to first determine 
whether a petition has provided the 
appropriate information and then to 
review it substantively. FDA believes 
that adopting new 5 101.69 will greatly 
increase the likelihood that the petitions 
it receives are adequate. 

Also, as explained in the general 
principles proposal (56 FR 69421 at 
60458). the need to promulgate 
procedural regulations necessitates that 
the agency defer or deny petitions 
submitted before such regulations are 
finalized. Therefore, the agency 
concludes that the promulgation of 
procedural regulations for peti (ions 
submitted pursuant to the 1990 
amendments, and its procedure for 
handling petitions befure the final 
regulations are established, is 
appropriate. 

285. Another comment urged that 
FDA not redelegate to theDirector and 
Deputy Director of CFSAN all the 
functions of the Commissioner of Food 
and Drugs concerning petitions for label 
claims under section 403(r) of the act 
that do not involve controversial issues. 
The comment stated that all petitions 
that will be submitted to the agency 
concerning nutrient content claims and 
health claims will involve controversial 
issues that will require a response from 
the Commissioner of Food and Drugs. 

FDA does not agree with this 
comment. Based on its experienre with 
other types of petitions that have been 
submitted to FDA for consideration, it is 
not unrammon for a petition to contain 
major deficiencies that necessitate the 
denial of the petition or that result in 
the petition being put in a “not-filed’ 
status until all deficiencies have been 
resolved. The agency believes that 
redelegating such functions to the 
Director and Deputy Director of CFSAN 
will permit the agency to take the 
required. actions (e.g., denial of such a 
petition) in the most resource efficient 
manner. 

Although the agency agrees that many 
petitions concerning label claims will 
indeed involve rontroversial issues, no 
basis was provided by the comment to 
support the contehtion that all such 
petitions will be controversial, andthe 
agency does not believe that it should 
make this assumption. If a petition does 
not involve a controversial issue, the 
redelegation of the functions provision 
will enable the agency to take action in 
the most resource efficient manner. 
Therefore, the agency is retaining the 
redelegntion provision in this final rule. 

286. One comment stated that FDA 
should include a list of terms arrd 
synonyms in the final regulation so that 
the petition process would not be 
necessary. 

This final rule is not intended to 
define by regulation all conceivable 
terms that may be used now or in the 
future to make nutrient content claims 
The 1990 amendments included the 
petition process to enable FDA to 
amend the regulations to provide ‘or 
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new terms and synonyms that may be I 
presented to the agency.wfth 
appropriate justification. Thus, this final 
rule does not render the petition process 
unnecessary. 

287, Several comments were 
concerned that the requirements 
established for the petition process are 
ambiguous andshould be streamlined. 
A few other comments suggested that 
the petition process would impose a 
sid4~~~~s”~~~~~~~~~. 

comments and has concluded that, in 
some cases, changes should be made to 
the requirements to clarify and simplify 
the petition process and eliminate 
unnecessary elements. The specific 
revisions in the final rule are discussed 
below. 

288. One comment suggested that 
FDA should use the criteria established 
in section 463(a) and (r) ofthe act for 
determining when to deny or grant a 
petition. This comment also implied 
that no other requirements are necessary 
for the agency to use as a basis to 
determine whether to deny or grant a 
petition. 

The agency does not agree with this 
comment. While it is true that section 
463(a) and (r) of the act are the statutory 
provisions upon which the praposed 
procedural regulations are based, these 
statutory provisions do not protide 
petitioners with a clear description of 
the types of information and ecientific 
data that would,be necessary ‘for a 

the agency ant&pates rect&ing, and the 
statutory time constrafnts placed on the 
agency regarding the review of these 
petitions, it is’m  the beet interest of 
petitioners and of the agency for .l’DA to 
establish procedural regulations that 
clearly delineate the requirements that 
petitioners must satisfy when 
submitting a petition to FDA for 
consideration. This course will lead to 
the most’efficient use of the petitioner’s 
and the agency’s resources because the 
data requirements for petitions w:tJl be 
clearly stated, and, as stated above, less 
agency resources will be expended in 
reviewing deficient petitions. 

289. A number of comments 
expressed concern that the petition 
process will prevent manufacturers from 
developing innovative ways to convey 
nutrient levels in foods, retard product 
development, and serve as a 
disincentive for the development ,of new 
healthful foods. One comment suggeste4 
that the petition process will stifle 
product innovation because new 
marketing claims will need agency 
approval. This same comment alsa 
skated that one way to somewhat 

alleviate this problem would be for the 
petition that is under review to remain 
confidential until it is approved by the 
agency. 

As stated above, FDA has in some 
cases made changes in the final rule to 
clarify, simplify,~and eliminate 
unnecessary petition requirements, 
However, the agen 

x 
‘s procedures must 

be consistent with t e statutory 
requirement that all nutrient-content 
claims used on food labels use terms 
that are defined in the regulations of the 
Secretary as provided in section 
408(r)(2)(A)(i) of the act. Thus, the 
requirement of agency approval of a 
claim, end the petition process by 
which that approval.is obtained, derive 

di~~~~~~~~~3(rj(4)(A~ of 
the act requires that nutrient content 
claim petitions that are filed for further 
action after 100 days and brand name 
petitions be made available to the 
public. Because of this requirement in 
the statute, FDA is retaining the 
provisions concerning the public 
availability of these petitions. However, 
the availabilit of information in these 
petitions will L determined in 
accordance with f 20.61 (21 CFR 20.61). 
This regulation provides that trade 
secrets “and oommercial or financial 
ir&rmatiou that is, con&de&a) or 

F 
rivileged are not to be made available 

or puhhc review; . 
290, A small number of comments 

stated that some specffic re+iremente 
that the agency prd@sed for nutrient 
content claim petitions and synonym 
petitions (e.g., subtnission of consumer 
survey data and submission of data to 
demonstrate that consumers will 
understand the meaning of the proposed 
term) should not be included in the 
petition requirements. Most of these 
comments regarded the proposed 

f 
etition requirements as unduly 
urdensome. Some of the comments 

stated that the proposed petition 
re uirements command more 
in 9 onnation than FDA cited in issuing 
the proposed regulations for nutrient 
content claims. 

FDA has reviewed the proposed 
requirements and has concluded that it 
is not necessary (as was proposed under 
format item B) for descriptor petitions 
and synonym petitions (proposed 
5 10169(m)(l) end (n)(l)) to include 
data and information to demonstrate 
that consumers can be expected to 
understand the meaning of the proposed 
term undefthe pro osed conditions of 
use. The agency be P ieves that it can 
make a rational determination 
concerning the ability of consumers to 
understand a term without requiring 
such data and information, and, 

therefore, this requirement would 
impose an unnecessary burden on the 
petitioner. However, the inclusion of 
such information in a petition would, if 
it shows that consumers do correctly 
understand the term, enhance the 
persuasiveness of the petition. 

The petitioner will still be required to 
address why the pro 

f 
osed use of the 

term will not be mis eading (format item 
A). In this regard, if any concerns arise 
during the a 
the ability o 7 

ncy’s review concemin 
consumers to understan If I 

the meaning of the reposed term, the 
a 
73 

ency is likely to cf eny the petition. 
T erefore, the agency is removing from 
new § 101,69(m)(l) and (n)(l) the 
provision stating “The petition shall 
include data and information, e.g., 
surveys to the extent neceseery, to 
demonstrate that consumers can be 
expected to understand the meaning of 
the term under the proposed conditions 
of use.” 

291. Some comments that addressed 
synonym and brand name petition 
requirements statid that the agency 
should delete the requirements in 
proposed format item C (imposed 
S 101.69(n)(l) and (o)(l)) that the 
petitioner provide a detailed analysis of 
the potential effects of the-use of a 
proposed claim on food consum tion 

P and any corresponding changes n 
nutrient intake when requesting 
approval for a synonym or for a brand 
name containing an implied nutrtent 
content claim. These comments stated 
that the burden imposed by this 
requirement guarantees that no petition 
will be succeesfully submitted. They 
also argued that such requirements treat 
synonyms as nutrient content claims 
rather than as alternative terms for 
claims that have already been approved 
by the agency. 

The aeencv has considered this 
comme;t and agreea that synonym and 
brand name 

p” 
titions need not include 

detailed ana yses of food consumption 
and nutrient intake effects associated 
with use of the petitioned term. These 
matters will have been consid8red by 
the agency in approving the primary 
term with which the petitioned term is 
claimed to be consistent. 

The agency is, therefore, deleting 
proposed format item C from the 
requirements for synonym and brand 
name petitions (new 5 101,89(n)(l) and 
(o)(l)) in the final rule. 

292. A comment stated that it is not 
necessary for FDA to publish a Federal 
Register notice informing the public of 
the agency’s decision on whether to 
deny-or to grant a synonym petition 
because it is not required by the statute. 

FDA continues to believe that 
publishing a notice announcing the 
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agency’s decision to either grant or deny 
a synonym petition will provide useful 
information to the public. Such 
decisions have relevance to persons 
interested in the outcmne of the 
agency’s review of the 
a synonym, if approv J 

etition, becrmse 
, may be used by 

any firm and, if denied, may not be used 
on labels or in labeling. Further, such 
action is appropriate because the 
granting of a synonym petition is an 
agency decision that has the force and 
effect of law. Public notice of the 
agency’s action will notify all 
potentially affected parties of the legal 
status of the synonym. FDA is therefore 
retaining this provision in the final rule. 

However, FDA is correcting an error 
in the proposed codified language. 
Proposed 8 101.69(n)(4) should have 
stated that FDA will publish a notice in 
the Federal Register “As soon as 
practicable following the agency’s 
decision to grant or deny the petition, * 
* *” as indicated by the preamble 
discussion. However, the proposed 
codified text only ref8rred to the 
‘granting of the petition. FDA is 
making the appropriate revision in the 
final rub. 

293. One comment stated that the 
petition process is unnecessary for the 
use of a nutrient content claim in a 
brand name if the term has been defined 
by the agency. 

FDA agrees with this comment. In 
cases where a nutrient content claim has 
been defined by regulation or provided 
for under the regulations for implied 
nutrient content claims in new § 102.65, 
the term may be used in a brand name 
in accordance with the provisions of the 
applicable regulation. However, a brand 
name petition would be required for the 
use of a proposed term in a brand nam% 
that has not been defined by the agency 
by regulation or provided for under new 
§ 101.65, but where the petition could 
establish that the proposed term is 
consistent with a defined term. 
VI. Constitutional Issues 
A. The First Amendment 

294. A number of comments from 
trade associations and individual 
companies argued that truthful nutrient 
content claims are protected speech 
under the first amendment. Many 
comments contended that food labeling, 
including nutrient content claims, is 
commercial speech and argued that 
FDA’s proposed regulations do not pass 
the Supreme Court’s test for regulation 
of commercial speech. Comments 
asserted that any suggestion that 
consumers should be screened from 
truthful information for their own good 
is the kind of paternalism rejected by 

the Supreme Court in Virginia s’tote 
Board of Pharmacy v. Virginia Citizens 
Consumer Council, Inc., 425 U.S. 746, 
770 (1976), and that the idea that the 
public cannot be trusted to make 
judgments based on truthful information 
contravenes the basic principles of the 
first emendment. Comments maintained 
that thepublic has an interest in 
obtaining useful information, end that 
the Government’s interest is best served 
by allowing the free flow of truthfu3 
information. FDA also received a 
comment expressing the opinion that 
the proposed rule does not violate the 
first amendment and urging the agency 
not to change its position on first 
amendment grounds. 

FDA believes that its nutrient content 
claim regulations are consistent with the 
first amendment, and that the act, as 
amended by the 1490 amendments, does 
not violate the first amendment, The act 
has withstood numerous first 
amendment challenges. See, e.g., United 
State v. Geneml Nutrition, Inc., 636 F. 
Supp. 556,562 (W.D.N.Y.1986); 
American Frozen Food Institute v. 
Mathews, 413 F. Supp. 548,555 (D.D.C. 
1976), aff’d, 555 F.2d 1059 (DC. Cir. 
1977); United St&es v. Articles of Food 
* * * Clover Club Potuto Chips, 67 F.R.D. 
419,424 U3. Idaho 1975); United States 
v. 8 Cartons, Containing Plantation The 
Original etc. Molasses, 103 F. Supp. 
626,628 (W.D.N.Y. 1951). 

Parts of the 1990 amendments and 
these regulations have an incidental 
effect on speech in a narrowly defined 
area, food labeling. See NAACP v. 
CIaiborne Hardwore Co., 456 U.S. 666, 
912 (2982). The Supreme Court, 
however, “has recognized the strong 
governmental interest in certain forms 
of economic regulation, even though 
such regulation may have an incidental 
effect on rights of speech and 
association.” Id. The Government may 
regulate in areas of economic activity 
such as securities, antitrust,. and labor in 
ways that affect speech. SEC v. Wall 
Street Publishing Institute, 851 F&l 
365,372-73 (DE. Cir. 1988) cert. 
denied, 489 U.S. 1066 (1989); see also 
SECv. Sitter, 732 F.2d 12941299 (7th 
Cir. 1984) (the first amendment does not 
remove a business engaged in the 
communication of information from 
general laws regulating business 
practices). The Government “does not 
lose its power to regulate commercial 
activity deemed harmful to the public 
whenever speech is a component of the 
activity.” Ohmlik v. Ohio State Bar 
Association, 436 U.S. 447,456 (1978); 
see also Home Box Office, Inc. v. FCC, 
567 F.2d 9,46 (DC. Cir.) (“[R]ules 
restricting speech do not necessarily 

abridgs freedom of speech.“), cert. 
denied, 434 U.S. 829 (1977). 

As with securities, labor, and antitrust 
regulation, the Government exerts 
extensive regulatory authority over the 
economic activity surrounding food and 
its labeling. Yet the regulation of food 
and food labeling clearly encompass%s 
more than mere economicactivitg: It 
protects consumer health an&a&&y in 
an area where harm to the putrIm can be 
direct and immediate. See Ohmli, 436 
U.S. at 456. FDA’s crucial role in 
ensuring that food labels %re 
informative, are not miskading, and do 
not otherwise misbrand products under 
the act has long been recognized. See 79 
Congressional Record 4734 (E935), 
reprinted in Dunn, Federal Food, Drug, 
and Cosmetic Act 280 (1938) (statement 
of Sen. Cop&ad) (“F&J one disputw 
that the (FDA] SHotrId detmmine the 
quality of the product; no one disputes 
that it should determine what is on the 
label.“). In such an ar%a of extensive 
Federal regulation, the Government may 
place restrictions on speech by a 
regulated party where the speech relates 
directly to the Government’s objectives, 
SEC v. WedI Street Publishing litstitub, 
851 F.2d at 372. Indeed, regulation of 
food labeling would be impossible if the 
Government could not restrict speech. 
See id. at 373. 

Thus, when FDA seeks to ensur% that 
food is not misbrand%d, it may place 
restricticm~ on label contents. “Freedom 
of (sjpeech doea not inch& the 
freedom to violate the labeling 
provisions of the Federal Food, Drug, 
and Cosmetic Act.” United States v. 
A&&s of Food * * * clovep Chfb Potato 
Chips, R7 F.R.D. 419.424 (Il. Idaho 
1975). “(Ckrrtain speech in a certain 
limited con&&’ becomes part of the 
lab8ling of a product and may serve as 
evidence 06 a vioktion of the act. United 
States v. Genemi IGrtition, hre., 638 F. 
Supp. 556v 562 (W.D.N.Y. 1986). Thus, 
the seizure and condemnation of a book 
that misbrands a Product is not a 
violation of the first ansendment, even 
though in anoth%r context the book ’ 
might be protected. See UnitedStates v. 
8 Cartons, Containing Plantation The 
Original etc. Molasses, 103 F. Supp. 
626,628 (W.D.N.Y. lQ61); United States 
v. Articles of Drug, 32 F.R.D. 32,35 (SD. 
Ill. ~663). “It is the product and the 
manner in which the product is 
marketed which is said to be illegal,” 
rather than th8 speech itself. General 
Nutrition, 638 P. Supp. et 562. A 
prohibition on selling a misbranded 
product restrains the violative act of 
selling, not speech itself. KeJloB Co. v. 
Mattox,763 F.Supp. 1369,1381 (ND, 
Tex. 1991) (construing Texas food end 
drug law), aff’d without opinion, 946 
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F.Zd 1530 (5th cir. 1991x “The 
suhstantiat government fntemstin the 
goals of the Act justi~~ea) thii extmme~y 
narmw encroachment” on speech. 
General tirrition, 1338 F. Supp. id 562. 
Indeed, where certain chrfms misbrand 
a product, “[a) requfrerir& thtra tlhe 
claims he removed, in order to a& the 
product, is certainly leaa reatrfctfve than 
a flat pr&ibiitioR ofthe* of&e 
product,” KeIw, 763 F. Supp. et 1381. 

With the provisiens of&e 1996 
amendments thet govern nlEPTSgll’t 
content claims. Congreaa Bought to put 
an end to the prolifffratfon ofcunfnsing 
and contradictory nwtrient content 
claims. 136 Congre&ona3Record 
S16610 K?ct. 24,1999) &tat?mmt of 
sell. Hatch); 136 car!gPassitm81 Rd 
H5840 (July 30, 1990) (statement ofRep. 
Waxman). In order to &r&t consumers 
in improving their eatfng hahits, 
Congress devised 8 scheme tu ensure 
that nutrient content claims in food 
lat~ling wi)) help consumers to make 
good nutrition choices, not mislead 
them. 136 Congrdmal Recrnd Ffl2054 
(Oct. 26,199U) bt&mmt &Rep. 
Moakley); 136 CongressionaI Reoord 
S16609 {Oct. 24,1996) (sti?&meni! of 
Sen. Mitchell). Under this a&mm, only 
those chrfms that FDA hs de&red by 
regulation, see section 343E$@)[AfIi) of 
the act, OP approved pursuant to a 
petitfon, see section 343fti4XA’I, are 
permitted, and a food that bears an 
unapproved ntrtrient content chd:m is 
misbranded. Since FDA case law makes 
clear that a label statement that 
misbrands a food product is not subject 
to first amendment protection, an 
unapproved nutrient content claim on a 
food )abel would not be protected 
speech. Se8 United S&fes v. GenemJ 
Nutrition, fnc., 636 F. Sttpp. 556, 562 
(W.D.N.Y. 1986); United Stutesv. 
Articles of Food * * * CJover CJuh Pot&o 
Chips, 67 F.R.D. 419,424 (D. Idaho 
1975); Cbiited Stotesv. 8 Cartons, 
Containing Plantation The Origin~af etc. 
MoJo.sses, 103 F. Supp. 626,628 
(W.D.N.Y. 1951): United States v. 
Articles ofDrug, 32 F.RD. 32, 35 (,S.D. 
111. 1963). 

Congress considered existing labeling 
practices to be harmful to the public 
because of the “confusing” and 
“misleading” nutrient content claims 
made by many manufacturers, 136 
Congressional Record H12954 (Oct. 26, 
1996) (statement of Re 

r 
. Moakhryf; see 

also 136 Congmssiona Record H5643 
(July 30,199O) (statement of Rep. 
Madigan); cf. Ohmlik. 436 U.S. at 456 
(“[Tlhe State does not Iose its power to 
regalate commercial activity deemed 
harmful to the public whenever speech 
is a component of that a&&y.“). 
Congress dealt with this pro&m by 

crdting a system to permit certain 
usa $3di.lrmsffcin fo 

“% 
pearoLl the food 

label, whib ensuri~ t $t the 
informat~cm is not misteadff. 136 
Congressionaf Record HKt954 t&t. 26, 
1990) (statement of Rep. &foak)ey~ 136 
Congre&omtk Record Sl6609 @ct. 24, 
19&t) fstatement uf Sell. %%tch&f). 
Congress baasidemd Vheaerestrictiomr 
onsp88&ri~tofi&mrthe 
government’s interest in ensurt 
nutrient content claims on food abefing f 

that 

would not mislead consumers. The 
government’s action ‘in re 
food label does not offen r 

Iating the 
the first 

amendment simply because speSch is 
involved. Mkmlik, 436 U.S. at 456. The 
case law est&)ishes that FDA% power !a 
q&ate the food f&ei derives fm.m its 
broad regulatory powers wtw~fod, ad 
these regulationsare q&lid under the 
limited scrutiny t%at has been afforded 
restrictions on speech underex&nsive 
regulatory schemes involving areas of 
economic activity. See SECv. Wall 
Street Pubhkhing Jnstitu&!, 851 p.2d at 
372-73; see also Dun 8r Bmdsfreef, Inc. 
v. Greenmoss Builders, 472 U.S. 749. 
758 n.5 (1955); O&oh% v. Ohio Sfafe 
Bar Associafion, 436 U.S. 447,456 
(1978). 

295. Many comments aqpd that 
labeling is wmmercia) speech and that 
restrictions placed on timust pass the 
tests enunciated by the Supreme Court 
in cases involving commercial speech. 
Unlike “advertising 
Zaudemr v. office o P 

ure end simple,” 
Di’sci#Jinary 

Counsei, 471 U.S. 626,637 (19851, 
labeling does not fall clear)y within the 
bounds of commercial speech. The 
agency does not consider it necessary 
for first amendment analysis. however, 
to determine whether or not food 
labeling fits the definition of 
conmmdal speech. See SJX v. Wall 
Street Publishing institute, 851 F.2d at 
372. Rather, the agency considers 
labeling on foods to form “a distinct 
category of communications in which 
the Government’s power to regulate is at 
least as broad as with respect to the 
general rubric of commercial speech.*’ 
SEC v. Wall Street Publishing Institute. 
851 E2d at 373. Nonetheless, 
recognizing that at Ieast one court has 
cat8gorized labehng as commercial 
speech, Genera) Nutrition, 636 F. Supp. 
at 562, FDA agrees that labeling should 
certainly be considered closer to 
commercial speech than to “pure” 
speech. 

Even if labeling is analyzed as 
commercial speech, these regulations do 
not violate the first amendment. First, 
speech that is misleading is not 
protected and may be prohibited. 
Centml Hudson Gas & EIectric Corp. v. 
PubJic Semice Commission. 447 U.S. 

dire&y advance a substantial 
govemmeatal interesf and are no more 
extensive than necessary to serve that 
interest. CmtmI Pfndsan. 447 pf,S. at 

labef. H&&ver, even if such clrdms am 
consider& only potenth@ mish3adfn 
the reguIations pet38 the fest enunciete k 
in ceetnJI[;frr&n. 

amend&&t. See* e.g., i%&rr v. Yoztngs 
Dmg i%t?crrtch GIBp.:463 us. >m, a- 
65 fl983j. Fo? conymrciid spaech to be 
pmtected, it must concern lawful 
activity and not be misleading. CentmJ 
Hudson, 447 US. at 563-64. Tha 
Suprenw Court hasrecognized that 
restrictions on commerciaf speech may 
be appropriate to prevent deception. 
Virginia State Baard of Pharmacy v. 
VkgJnJa Cittzens Consumer C@unuY, 
425 U.S. 748,771 a.24 (1976). These 
regulations will have&e effect of 
enswin that the nutr2ion &Gms that 
appear n food k&&g are not k 
misleading. See Arnerkan Fmaen Food 
Institute v. Mu*ews, 413 F. Sup .548, 
555 (D.D.C. l%VtIk aff%, 555 P.2 % 2559 
(DC. Cir. 1977) tbecause FDA regu‘latioa 
was based on the agency’s umcrUsian 
that “theling which fails to meet the 
requirements of the regulation is 
misleading or atherwise not in 
comphance wi% the act,” the rq&ation 
did not violate the Grst amend&& 

The Sunreme Court has labeled as 
mis~eadi+-and thus not protected- 
both speech that is inherently likely to 
deceive and that which ‘“experience has 
proved * * * is subject to abuse.” In re 
R.M.J., 455 U.S. 191,203 (1982). For 
example, in Friedman v. Rogers, 440 
U.S. 1,14-!5 (1979), the Court hehi that 
Texas could prohibit the use of trade 
names by optometrists where there was 
a history of deception and abuse of the 
public. Sac a)so UhmJik v, Ofiio $&xte 
Bar Association, 436 U.S. 447,488 
(1978) (upholding State bar’s rules 
against in-person sohcitation where 
there was an inherent potential for 
abuse and prophylactic regulation was 
needed). 

By enacting the 1990 amendments, 
Congress sought to ensure that food 
labeling, in&ding e,xpress and implied 
nutrient content claims, would be 
accurate. uniform, and “based ou 
science.” 136 Congressional Record 
S16610 @3ct. 24,199O) b?tatement ot 
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Serr. Hatch). With respect to nutrient 
content claims, the principal problem 
that Congress sought to correct was the 
use of ambiguous, undefined claims like 
“light” and “low.” See. e.g., 136 
Congressional Record H584Q (July 30, 
1990) (statement of Rep. Waxman). 
Experience had shown that consumers 
were being misled because these terms 
were being used differently by different 
manufacturers. Id.; 136 CongressionaLI 
Record 1112, 953-954 (Oct. 26. 1990) 
(statement of Rep. Mad&an). Congress 
recognized that consumers were being 
hampered in their attempts to achieve a 
healthy diet by confusing implied 
nutrient content claims like “light.” 136 
Congressional Record HI2954 (Oct. i!6. 
1990) (statement of Rep. Moakley). 

Because of the misleading character of 
unregulated, nonstandardized nutrient 
content claims, Congress legislated that 
any claim that is not consistent with 
FDA regulations misbrands a food. 
Section 403(r)(2)(A)(i) of the act states 
that a food is misbranded if its label or 
labeling contains a claim that “expressly 
or by implication * * * characterizes the 
level of any nutrient l * * of the food 
unless the claim” complies with 
regulations promulgated by FDA 
(emphasis added). Section 403(r)(l)(A) 
of the act. By taking this approach, 
Congress chose to permit only those 
nutrient content claims that FDA 
defines or approves, effectively 
recognizing that unregulated claims 
mislead the public. 

Particular attributes of unregulated 
nutrition claims on the food label ma’ke 
them inherently misleading. Because 
nutrition claims are of great importance 
to the public, they have a greater 
potential to be deceptive: 
Representations relating a product to an 
issue of public concern as a means to 
induce purchases may take on 
exaggerated importance in the public 
mind and thus be more likely to 
mislead. FTC v. Pharmtech Research, 
Inc.. 576 F. Supp. 294, 301 (D.D.C. 1983) 
(advertisements for food supplement 
were misleading where they “played on 
the average consumer’s well-founded 
fear of cancer”). In addition, nutrient 
content claims on food labeling are 
difficult for consumers to verify 
independently. See American Home 
Products v. FTC, 695 F.zd 681, 698 (3d 
Cir. 1982); cf. Peel v. Attorney Reg. Ei 
Discipljnary Commission, 496 U.S. 91, 
110 S. Ct. 2281, 2288 (1990) (a lawyer’s 
certification is a “verifiable fact”). 
Finally, consumers place great reliant? 
on the portions of the food label that 
they believe to be regulated by the 
Government. FDA’s 1990 Health and 
Diet Survey, Division of Consumer 
Studies, CFSAN. Unapproved nutrient 

contentclaims that consumers assume 
to be consistent with government 
regulations are therefore more likely to 
he misleading. “Pervasive Government 
regulation l * * and consumer 
expectations about such regulation, 
create a climate in which questionable 
claims l * * have all the more power to 
mislead.” American Home Products v. 
FTC, 695 F.2d at 697. 

296. Many comments argued that 
nutrient content claims are only 
potentially misleading, pointing out that 
the Government may not absolutely 
prohibit potentially misleading speech 
if it can also be presented in a 
nondeceptive way. Peel v. Attorney 
Registration 6 Disciplinary Comm ‘n. 
110 S. Ct. 2281, 2287 (1990): In re 
R.M.J., 455 U.S. 191,203 (1982). The 
preferred remedy for potentially 
misleading speech, these-comments 
stress, is not a prohibition but a 
requirement of disclaimers or 
explanation. In re KM.].. 455 U.S. at 203 
(citing Bates v. State Bar o/Arizona. 493 
U.S. 350,375 (1977)); see also Peel. 110 
S. Ct. at 2292 (referring to “[tlhe 
presumption favoring disclosure over 
concealment”). Comments argued that 
given the coqstitutionally based 
preference for more speech, rather than 
less, FDA should require disclaimers or 
explanations rather than prohibiting 
unapproved claims. 

Even if unregulated nutrition claims 
are considered only potentially 
misleading, rather than actually or 
inherently misleading, these regulations 
are constitutional. The government may 
place restrictions on commercial speech 
that is merely potentially misleading. 
Such restrictions must directly advance 
a substantial governmental interest and 
be no more extensive than necessary to 
serve that interest. Central Hudson Gas 
8 Electric Corp. v. Pub!ic Service 
Commission, 447 U.S. 557, 566 (1980). 
These re ulations pass that test. 

First, t ?I e government’s interest is 
clearly substantial. The 1990 
amendments and these regulations seek 
to ensure that consumers have access to 
nutrition information that is truthful, 
reliable, understandable, scientifically 
valid, and not misleading. This 
information will enab!e consumers to 
make more healthful food choices. The 
Supreme Court has recognized “the 
health, safety, and welfare of * ” * 
citizens” as a substantial government 
interest. Posadas de Puerto RICO 
Associates v. Tourism Co., 476 U.S. 328, 
341 (1986). Moreover, consumers have a 
first amendment interest in obtaining 
information on which to base a decision 
whether to buy a product, and this 
interest is “served by insuring that the 
information is not false or deceptive.” 

National Commlssion on Egg .h tritiorl 
v. FTC, 570 F.2d 157, 162 (7th Cir. 
1977), cert. denied, 439 U.S. 821 (1978) 
“The fact that health is involved 
enhances the interests of both 
consumers and the public in being 
assured ‘that the stream of commercial 
information flowls] cleanly as well as 
freely.“’ Id. (quoting Virginia State 
Board of Pharmacy, 425 U.S. at 772); 
American Home Products, 695 F.2d 681 
714. Moreover, FDA is implementing 
iegislation whose purpose is “essential 
if the consumer is to obtain reasonable 
information regarding * * l the foods he 
buys.” American Frozen Food Institute 
v. Mathews, 413 F. Supp. 548, 553 
(D.D.C. 1976), affd, 555 F.2d 1059 (D.C 
Cir. 1977). 

Secondly, the regulations directly 
advance the government interest. Under 
the 1990 amendments and these 
regulations, FDA will define a nutrient 
content claim by regulation or make an 
administrative determination that a 
suggested claim is synonymous with a 
previously defined claim before 
permitting the claim to be used. In this 
way, the regulations will ensure that 
such claims are consistent, 
understandable, and do not confuse or 
mislead consumers. The regulatory 
scheme will also encourage companies 
to provide consumers with information 
that will enable them to improve their 
diets. There is an “immediate 
connection,” Central Hudson, 447 U.S. 
at 569, between nutrient content claims 
on food labels and consumers’ food 
‘choices. 

Finally, these regulations are no more 
extensive than necessary to serve the 
Government’s interest. Under Board of 
Trustees v. Fox, regulations that are 
narrowly tailored to serve the 
Government’s interest will meet this 
prong of the Central Hudson test. 109 S 
Ct. 3028, 3032-35 (1989). Narrow 
tailoring requires a reasonable fit 
between regulatory ends and means: 
“Not necessarily the single best 
disposition but one whose scope is ‘in 
proportion to the interest served.“’ Id. at 
3035; see also Ward v. Rxk Against 
Racism, 109 S. Ct. 2746, 2758 (1989) (a 
regulation is narrowly tailored if 
Government interest would be achieved 
less effectively without the regulation). 
These regulations reasonably and 
effectively ensure that nutrient content 
claims on food labels will be 
informative, consistent, and not 
misleading. Thus, they meet the third 
prong of the Central Hudson test and ao 
not violate the first amendment. 

FDA recognizes that the Government 
may not absilutelyprohibit potentially 
misleading information if the 
information can also be presented in a 



noufhxqtivs w5y. See Xn m RiM.l,, 455 
U.S. 191,283 (1982). The agency further 
acknowledges timt the preferred remedy 
for potentMy misleedtmg speech is a 
disclaime;r or expbumtion rather than o 
prohibition. Consequently, theee 
regulations impose only those 
restrictiorrs that sre necessary to ensure 
that nutrient content cieims are 
presented in a nondeceptive way. 
Conceding for the sake of argument thet 
some unapproved claims are oniy 
potentiafly misleading, FDA has not 
outlawed the informetian conveyed by ’ 
suds cIaims; instead, the agency has 
prescribed that the infsnnation be 
presented in stendardised form, using 
uniform, terms tined by the agency, 
so that consum- MEi not be misled. 

297. Some cmnrrusnts ergved that 
nutrient content claims, wk.h help 
consumers to achieve healthy eating 
habits, czmvey in&rrrrz-&m of general 
intereet about nutrition and health. 
Thus, the comments argued, nutrient 
content da&s are “pure” speech:, not 
commerchd fTpfdl, and es such Iwe 
entitled to full !?rst amendznent 
protection. 

FDA fl imgnm with these canlments. 
As discus& above, FDA -i&War 
nutriant ccmten~ 8d3eims beloug to 8 
distinct category ofnonunuufcatimzs in 
which the goowrrsnnaplt’s pavver to 
regulate is broad. Under the 
corn r&en&e Fe&& scheme for the 

& * Qffoc¶dddmgs,&e 
~overnmssrt has mtlmrifgr to impose 
incidental restri&rms on food k&&ng, 
including nutrient content claims. As 
between wrnmen5eI speech end ‘*pure” 
speech, however. FDA believes nutrient 
content ci&rks &m&d be categorized a8 
commerciaf speech. Labehng stetements 
on food roducts intended for s&e 

E would c arf3r eppeer in the context of 
a commercial transection end would 
“propose” such a uansaction. See 
Bolger v. Youngs,Drug Fmdvcts, 463 
U.S. 66,66,103 S. Ct. 2875,28W 4[1983); 
Central .Hudson Gas v. Public Servke 
Commission, 447 U.S. 557,562 n.!i, 100 
S. Ct. 2343, 2349 n.5 (1980). A Iab,el is 
not entitled to the protection due 
noncommercial speech simply beceuso 
it relates to an issue of broad public 
interest. See Board of Trustees v. Fox, 
109 S. Ct. 3028.3032 (X969); .&I&Y, 463 
U.S. at E8,103 s. CL et 288’1; CeMrol 
Hudson. 447 U.S. at 562 n.5, 200 S, Ct. 
at %349 n.6. In dotermining whether tbo 
statements on e label am pure speech, 
it is irrelevant that they might be 
considered protected in other contexts. 
See Zaaderer v. office of Disciphwry 
Cound, 471 U.S. 626,637 ~7, IO!i S. 
ct. 226% 2274 n.7 [leas). Just es 
informetional pamphlets were 
considered commercial speech in 

Bolger, 80 too nutriment conlent daims 0x3 
food labels, as between pvre speech and 
commercial speech, should be 
cddered commercial speech. See 
Bolger, 463 U.S. et 66-68,163 S. Ct. et 
288-81. 

298. Several cammfMs wgued &at 
the requfremsmf t.bt za&rhwt w&W 
claims be appimred %y FfM be&m t&y 
may be used @aces an uncon&tuticmel 
prior restre~nt on expression. The 
agency, the comments mesoned, would 
be banning speech not previously 
determined to be f&e or misleading. 
The speech would remain banned untii 
the regency defined the term at issue. 
Some comments further comp&md 
that the petition preoees is too 
burdensome. Citing Space Age Prvcfw~ls 
v. Gdlh, 488 P. Supp. 775 flY. Del. 
1980), one wmmgnt argoed that “the 
public has an intern& in r&rWzing the 
frequency and duration of erroneously 
imposed prior restpaiats on commercial 
speech.” Id. et 764. nlk3 intm, 
according to GL&urr, mandates narrow 
tailoring of prior restraints on 
commercial speech end **such 
traditional sa&guerds with respect to 
these restmints as me not imxmsistmt 
with its ability to achieve its important 
and leg&n&e object&es.” Id. 

The Suprew Ccqrt la13 said tlmt 
because commer&l speech &5ndee&y 
chilled, the hesvy presumption against 
priorsestraintr Inay not applp to 
comflMmid speedI. v.wsitrre 
Board ofPhammcy, 425 U.S. at 772 
n.24. The Court hes repeated its position 
on Lhis subject shoe Space Age 
prwlucis was decided. In Central 
Hudson. the Court remarked &et the 
State could have required that eds for 
electricity be approved by the state 
before being used and reiterated that 
traditional prior restraint doctrine may 
not apply to commerciai speech. Centru~ 
Hudson, 447 U.S. et 571 XL t3. 

Even essxtming fur the sake of 
argument that the presumptI011 ageinst 
prior restmints doee apply to 
commercial expression, the agency 
believes that its regulations are 
constitutional beceuse, as discussed 
more fully above, they Iimit only speeck 
Congress has already determined to bo 
misleading. This speech is therefore 
unprotected. See American Fmzen Food 
Institute v. Mbthews. 413 F. Supp. 548. 
555 @3.D.C. X976), affd, 555 F.2d 1059 
KLC. Cir. 19771 lFE?A regulation based 
on agency’s conclusion that labeling 
that fails to meet the ~qui~~ts of the 
regulation is misleading or otherwise 
not in compliance with the act was no. 
unconstitutional prior restraint). 1~ 
addition, the regulatory scheme 
incorporates procedural safeguar& that 
provide fur a prompt determination of 

whether e particular claim is 
permissible. The agency is required to 
act on nutrient content ciaim petitions 
expeditiously. See section rlOJfr)dQ)(A) 
of the act. 

299. Soms iz.cmmel.6 agueit that the 
requirement tbet the prepnnent of an 
undfhad claim submit 
approval unconstitutione 
burden of d&tin 

Counsel, 471 U.S. 626,646 fN66). Even 
a showing thst the speech has the 
potential to m&&ad dnes not allow the 

comm’n, 220 s, ti 2%82,91fi12 f29QO). 
As discussed abev&s the&~urnment 

has met itsburden dshewingthat the 
speech being metricted is &&sad@. 
Congressde~flhnt 
both nutrient content c&&ns $n ssmral 
and particulsr terms, such es “l&h&” 
have misled the public. SW, e;g, 136 
CongressionaI Record H!%&6 @ ly 39, 
19@@) &ltHWUt of lb@ %tkXiSW); id. 81 
H5643 fstatement of Rep. C&p& 136 
Cong. Rec. S16669 (Oct. 24,2996) 
(statemeut of Sen. DeConcini]; h 
addition, the wnlmentmiswnstFpres 
Peel.Inthatcese,thes reul0GDytt 
said thet a mere 

r 
e&i &@&addid 3 

notju&fyprQhi itkmdthespeechal 
issue. The Cowf did not soy that the 
Government coti not. based on 8 
showing that a particular kind of speech 
had the potentia1 to n&&ad the public, 
require 

300. sp 
reappro& ofthespeech 

ome comments suggested that 
the nutrient content claims regubttions 
are unconstitutionally overbroad 
because, according to the comments. 
they reach a substantial amount of 
protected speech. 

FDA disagrees. As discussed in detail 
elsewhere in this document, these 
regulations are narrowly taiIored to 
meet a substantial government interest 
and do not “sweep{] within [their] 
prohibitions what may not be punished 
under the First * * * Amendment[).” 
Gmyned v. City of Rockford, 408 US. 
104, 115 (lY72). In any event, it is 
doubtful that the overbreadth doctrine 
would apply to these reguIations, 
particularly if they were considered to 
regulate commerciel speech, because the 
overbreadth doctrine does not apply fo 
commercial speech. Viiiuge ofHoffman 
Estates v. FQxkie, Hoffman Estate, 
Inc., 455 US. 469,497 (1982); Centml 
Hudson, 447 U.S. al 565 n.8. 

301. One comment cited several lower 
court decisions involving food labeling 
and the Erst amendment to support its 
argument that these regulations are 



ummstitutionaL l$yer Bms, v. Maurer, 
712 F, Sm. 645 [SD, ohip W@ 
Taylor Wine Co. v, Depclrtmen t of the 
Treasury, 509 F. Supp. 792 (D.D.C. 
1981); American Meat Inst. v. Ball. 424 
F. Supp. 756 (W.D. Mich. 1976); 
Anderson, Cla$on & Co. v. bl@hington 
State Qep’t of Agric., 402 F. Supp 1255 
(W.D. wash, 1975). 

FDA disagrees with the comment’s 
interpretation of tbse csses. Andersan, 
which predated Viqginia Pharmacy and 
the Supreme Conrt’s other commercial 
speech cases, struck down a State law 
prohibiting use of da&y terms in the 
advertising of margarine. The court 
mistakenly epplied strict scrutiny to the 
statute, holdln that the State must 
show a camp e&i nggovernment interest 
to ju&fy restrktions on speech. 402 F. 
Supp, at 1257 &nnphasis added). As 
discussed above, under current 
Supreme Court jurisprudence the 
Government need only demonstrate a 
substantial interest in regulating 
potentially misleading speech. Centnul 
Hudson, 447 US, at 664. Ifthe speech 
is actually or inherently misleading, :it 
may be prohibited ‘or restricted on that 
basis alone. See Peel, 110 S. Ct. at 229% 
93; IR re R.M& 46&U,S:W&3. 

III Lew?rfkb& v. mawhich 
involved a slmi%ar statute prohibiting, 
the use of “buttes’ in advertising ‘for 
products intended as lr&ta&ms of or 
substitutes fkbutter~ the &mrt held that 
prohibitfon of the term %itter” without 
regard for whether the term was used in 
a misleading way violated the first 
amendment, 722 F. Supp. at 652-653. 
Here, Congress has already fonnd the 
laa:ea . 

% 
@e@icee~et issue to be 

JR addition, hem the 
Government’s interest is not merely in 
accuracy, but also in uniformity. 
Standardizing the nutritum information 
that appears in food labeling, including 
nutrient content claims, will make it 
easier for consumers to find, 
understand, and compare the 
information they need to make healthy 
eating choices. No such government 
interest was present in Lever Bras. 

Taylor Wine is also inapposite. That 
case involved a regulatory scheme that 
required preapproval of wine labeling,. 
The challenge was not to the 
preapproval requirement itself, as here 
but to the agency’s refusal to approve a 
claim that it had conceded would not 
confuse or mislead consumers of the 
plaintiffs’ wines, 509 F. Supp. at 795. IP 
addition, the agency had conceded that 
the claim, which used the term “light,,” 
met the requirements established by tlhe 
agency for use of that term. Id. at 793. 
Under the regulatory scheme at issue 
here. FDA will allow use of terms 

defined b@DA in nutrient content 
claims~witbout preappoval, 

Finally. in Amerban Meat Institute, 
there was no first amendment challenge 
to the legislation at issue; rather, the 
first amendment was used to uphold the 

standards to notify Michigan consumers 
of that fact. The court upheld the law in 
part on the basis of the cmsum8F8’ first 
amendment right to receive information. 
424 F. Supp. at 769. The court further 
found that the Stae had a strong interest 
in consumer education and protection 
and suggested that striking dawn the 
statute might limit the State’s 
communicatfoos with its aitizens in 
violation of the 5st amendment. Id. at 
767. The court seid that the first 
amendment qne’stion that would arise if 
the Michigan law were preempted 

E 
rovided additional support for its 
olding that the notices required by the 

State were not “labeling” as defined in 
the Federal Wholesome Meat Act (21 
U.S.C. 6781, Jr& at 769. Thus, far from 
serving to undermine the nutrient 
contentxdaim regulations, American 
Meat institute, if anything supports 
them, shx it GBewg#&iW WR~uRu3r%’ 
stqkg irlwest in rewiviRg awurate, 
usidul idbm@.i~~ about fad and the 
government% etrong intereMu ensuriag 
that suqh informat@ wf& bit provided. 

302. A number of comments argued 
that the rule prohibits certain 
nonmisleading uses of particular terms 
(“fresh” or “light”) and types of claims 
Icomparative statements or amount 
statements), and that such 
nonntisleadin uses cannot 
constitution al! y be prohibited. 

FDA disaps wrth the premise of 
thsse comments. As explained more 
fully above, Congress found that the 
unregulated use of undefined nutrient 
content claims is inherently and 
actually misleading. This final rule 
allows use of the referenced terms and 
types of claims, but only in ways that 
will inform the public rather than 
mislead it. The agency’s response to the 
comments’ suggestions concerning 
particular terms and types of claims can 
be found elsewhere in this document. 

303. Two comments contended that 
with respect to certain types of nutrient 
content claims, FDA should use its 
authority under section 403(a)(l) of the 
act to regulate false and misleading 
claims on a case-by-case basis, rather 
than issuing regulations under the 1990 
amendments. Specifically. the 
comments argued that statements of the 
amount or percentage of nutrients in 
foods (e.g., “contains 160 mg sodium”) 

and ce@&n ingredient claims that FDA 
has &ssified as impf;ieldn4rient 
content claim;kzeg~ uh in oat bran”) 
should be 

3 
rk2 sectioa 

4031a)U) of e act rather than under the 
1990 amendments. 

403(a)(l) of the act, Congress considered 
FDA’s authority to do so u&ear and in 
need of strengthening. H. Re 

P 
t. 

lolst Cnng,, 2d sess. 7 (1996 + 
10+538, 

Consequently, Confgqss p&ssed new 
legislation directing,FDA to issue new 
regulations that wouldcurb &ce tive 
food labeling. Congress speeifioa P ly 
authorized FDA to issue regulations 
governing amount claims, see section 
Jlb)(l)(A)(iv). of the 1990 amendments, 
and also provided more generafly for the 
issuance ofregulations limiting the use 
of claims that expressly or by 
implication characterize the level of a 
nutrient required to ,be on the food label. 
See section atX(r)&KA) of the act. A 
claim that ~$+xw@&B an ,fzrgredlent 
asso&ter&with u ~mrt+o&nntrfent by 
impli@ionc&raoterizea the level of 

s 
under thenew regulations, x&if& 
specific&ytarget these olaims, rather 
than under section 403(a)(l).of the act; 
indeed, FDA had no choice but to do so, 
given the congressional mandate. 
MOrwV~, t&i reguleaem thmrkselves 
am narrowly tailored and do not 
prohibit nondeceptive speech. 

304. Some oomments asserted that 
FDA should not prohibit the use of 
undefined terms and should allow 
synonyms of FDA-defined terms as long 
as the synonyms meet the standard for 
the de&red term. 

Section 403(r)(2)(A)(i) of the act statas 
that nutrient content claims may be 
made only if the characterization of the 
level made in the claim uses terms 
which are defined in regulations by the 
Secretary (and FDA, by delegation). This 
rule also applies to synonyms. See 
section 3lb)il)fA) of the 1990 
amendments. As discussed above, 
Congress was concerned about the 
proliferation of confusing and ’ 
conflicting nutrient content claims; 
hence, it sought uniformity on the food 
label. Allowing unap roved terms and 
synonyms would un cr ermine that goal. 
The petition process provided for in 
new § 101.69 allows anyone who wishes 
to suggest both new terms and 
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synonyms of alreadyldefined terms. In 
light of Congress’ findings and the 
availability of the petition process to 
expand the vocabulary of nutrient 
content claims, FDA does not believe its 
regulations unduly burden expression. 

305. One comment proposed that RDA 
permit the use of unapproved nutrient 
content claims if they are consistent 
with and explained by an immediately 
adjacent term that is defined by 
regulation. The comment argued that 
this solution would cure the fhst 
amendment infirmity caused by the 
prohibition of unapproved claims yet 
would fulfill the goals of the 1990 
amendments. 

The agency rejects this suggestion 
because it would lead to the same kind 
of inconsistent use of terms that 
Congress wanted toeradicate. F’or 
example, one company might use 
“lean” as a synonym for “light,” while 
another might use it as a synon rm for 
“low fat.” Thus, “lean” would i w used 
in contradictog ways on different 
products.,Such a result is not 
permissible under the act, As discussed 
above, the agency does not believe that 
its approach is constitutionally infirm. 

306. In response to FDA% request for 
comments es to whether it should 
define “natural” or ban such claims 
entirely on the ground that they are false 
or misleeding, one company argued that 
probihition of “natural” would be an 
unconstitutional restriction on free 
speech. FDA has decided not to define 
the term “natural” or to prohibit its use. 
Therefore, this comment is moot. 

307. One comment asserted that 
because those who violate the act are 
subject to criminal prosecution, IDA 
must define clearly which nutrient 
content claims are allowable. The 
comment further argued that a 
manufacturer who uses a term no 
intended as a nutrient content ,ciaim 
may learn, too late, that FDA so 
interprets it as such, 

e comment’s second point, 
FDA agrees that it is important to 
consider intent when determining 
whether an implied nutrient content 
claim has been made. However,. the 
agency notes that intent means more 
than the manufacturer’s’subjective 
intent. “FDA is not bound by the 
manufacturer’s subjective churns oft 
intent * * *.” National Nutrition@ 
Foods Ass’! v. Mathews, 557 F,2d 325, 
334 (2d Cir. 1977). An article% intended 
use is established by its labeling, 
promotional material, adver$sing, and 
“any other relevant source.” Id.; United 
States v. An Article * * * Consisting of 
216 IndividuEilly.Cafioned Eattfes * l * 
“Sudden Chbnge,” 409 F.zd 734,789 
(2d Ctr. 1969). ff a phrase on a food label 
meets the definition of an implied 
nutrient content claim, it is such a claim 
regardless ‘ol the manufacturer’s 
subjective intent. The definition of an 
implied nutrient content cleim is clear 
from the statute as interpreted by the 
regulations. See section 4fJ3tr)tI f(A) of 
the act; new 5 lOl.ld&), Manufacturers 
are required to keep abreast of changes 
in the law and are responsible for 
scrutinizing their labelfng to determine 
whether it makes nutrient content 
claims. 

The comment seems tc be invoking 
the vagueness doctrine, which, in the 
first amendment context, is genenally 
applied to strike down prohibitions or 
speech that leave individuals without 
clear guidance on the type of speech 
that is prohibited. See, e.g., Village of 
Hoffman Estates v. Flipside, Hoffman 
Estates, Inc., 455 U.S. 489,498-99 
(1982); Cravned v. City of Rockjord, 408 
U.S. 104, 108 (1972). That is not the 
case here. Only approved nutrient 
content claims will be permitted on the 
food label, and all other nutrient clontent 
claims will misbrand a food. It should 
thus be clear which type of speech is 
prohibited and which oermitted. 
Manufacturers will be “on notice that the 

B. The Fifth Amendment 
These regulations will affect some 

companies’ use of brand names, 
including names subject to trademarks. 
A brand name that includes an FDA- 
defined nutrient cuntent claim, such as 
“light,” will be permitted to appear only 
on products that ‘meet the regulations’ 
definition of “light.” Brand names that 
include nutrient content claims that 
FDA has not defined will not be 
permitted unless they were in use before 
October 25,1989, the date the 19m 
amendments were reported out of 
committee, or unless a petition for their 
use is submitted and approved. 

306. Some comments contended that 
outlawing a brand name could violate 
the fifth amendment. Because brand 
names are property, banning their use 
could constitute a taking without just 
compensation, these comments argued. 
The comments suggested that in keeping 
with Executive Order No. 12630, FDA 
should conduct a takings analysis to 
assess whether compensation to owners 
of affected brand names would be 
appropriate. 

In its November 27, 1991, regulatory 
impact analysis @IA), 56 FR 60856 at 
60865, FDA stated that any alteration of 
trade names required by the new 
regulations would not constitute a 
taking, and that, as a result, no takings 

analysis was necessary. In view of the 
comments and concerns raised about 
the takings issue; however, the agency 
reconsidered and decided that it was 
approln-iete to conduct a for&al takings 
analysis pursuant to Executive Order 
No. ~&t~o. The a-q ~haas”&eml%leted 
the takings analysis and still b&eves 
that there is no regulatory taking under 
the Bfth amendment if a manufacturer is 
required to alter’& brand name’when 
that brand name asserts, expressly or by 
impl,ic&ian. a nutrient content claim 
tha!,,has not been ap#oved by FDA. The 
tyls for this conclusion is s&forth in 
response to the coti@ that follows. 

fog. Comments f&n industry argued 
that ‘the,~regula~ons’ effect on 
compames abrlity to use brand names 
constitutesa taking without 
compensation in violation of the’fiRh 
amendment of the U.S. Constitution. 
They point foremost to the financial 
consequences of lodng the use ofa 
valuable brand. name. Standing clone, 
however, diminution lir property-value 
does not establish at&rig. P&t Central 
Tmnsp. Co. v. C&y af &w p&k, 430 
U.& 104,131(~978l&&ed, 
“(glove~ment hardly could goon if to 
some extent values ir&d@~t to pruperty 
could not be diminished without’paying 
for every such change in the germral 
law.” Pennsylwmia t3xd.C~. v. M&on, 
260 U.S. 303,413(1922]. 

The Supreme Court has identified 
three factorsfor courts to consider in 
assessing whether a regulatory taking 
has occurred: (1) The character of the 
governmentalaction; (2) the extent to 
which a regulation interferes with 
reasonable investment-backed 
expectations; and (3) the regulation’s 
economic impact. Ruckelshous v. 
Monsanto Co., 467 U.S. 986,1005 
(1984); Pehn Central, 438 U.S. at 124. 
When examined in light of these three 
factors, it is clear that FDA’s regulations 
do not effect a taking in violation of the 
Constitution. 

With respect to the first factor, courts 
are more likely to find a taking when the 
interference with property can.be 
characterized as a physical invasion by 
the Government than when the 
interference is caused by a regulatory 
program that “adjustIs the benefits and 
burdens of economic life to promote the 
common good.” Penn Central, 438 U.S. 
at 124. Courts have accorded particular 
deference to governmental action taken 
in order to protect the public interest in 
health, safety, and welfare. See Keystone 
Bituminous Coal Ass’n v. DeBenedictis, 
480 U.S. 470,468 (1987); Penn Central, 
438 U.S. at 125; Atlas Corp. v. United 
States, 895 F.2d 745, 757 (Fed. Cir ) 
cert. denied, 111 S. Ct. 46 (1993); 
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Culvert Invs. v. Metro. Sewer Dist., 847 
F.zd 304,309 (6th Cir. 1988). 

With the 1990 amendments and these 
regulations, Congress and FDA seek to 
protect the public interest in health by 
ensuring that consumers who wish to 
maintain healthy dietary practices may 
be assisted in doing so by the 
information on food labels. This action 
consfitutes a reasonable effort by the 
Government to promote the common 
good. By defining nutrient content 
claims, the regulations wilI “bring a 
sense of order to the understanding of 
terms used when describing 
characterizations of food products.” 136 
Congressional Record SISSIO (Oct. 24, 
1990) (statement of Sen. Hatch). By 
permitting approved nutrient content 
claims, the regulations seek to provide 
useful information to consumers while 
ensuring that the information is not 
confusing or misleading. 136 
Congressional Record HI2954 (Oct. 26, 
1990) (titement of Rep. MoakIey). 
fhese regulations substantially advance 
. nd are rationally related to FDA’s 
legitimate interest in promoting the 
, ublic health through the food label. 
rice Keystone, 480 U.S. at 485; 
Lfonsanto, 467 U.S. at 1007; see also 
Pace Resources, Inc. v. Shrewsbury 
Township, 808 F.2d 1023,103O (3d Cir.) 
(“ITJhe governmental action is entitled 
to a presumption that it does advanc:e 
the public interest.“), cert. denied, 482 
U.S.906(1987). 

Although these regulations will 
restrict the use of certain defined terms, 
including terms that appear in some 
trade names, this restriction does not 
rise to the level of a taking. 
Governmental restrictions on the uses 
individuals can make of their property 
are “properly treated as part of the 
burden of common citizenship.” 
Keystone. 460 U.S. at 491 tcitation 
omitted). These burdens are “bone IO 
secure ‘the advantage of living and 
doing business in a civilized 
community.“’ Andrus v. Allard, 444 
U.S. 51,67 (1979) (quoting 
Pennsylvania Coal Co. v. Mahon, 260 
U.S. 393,422 (1922) (Brandeis, J., 
dissenting)). Moreover, these regulations 
are not without benefit to 
manufacturers. See Keystone, 480 U.S. 
at 491 (“While each of us is burdened 
somewhat by such restrictions, we, in 
turn, benefit greatly from the restrictions 
that are placed on others.“); see also 
Penn Central, 438 U.S. at 134 
[“preservation of landmarks benefits all 
* * * citizens and all structures”). By 
defining certain terms, the regulations 
will increase the reliability of the food 
label and thus will bolster consumer 
crmfidence in label statements. They 
WI] 1 also level the commercial playing 

field: No manufacturer will be able to 
use a defined term unless its u.se is 
consistent with the definition. 

The second factor that courts consider 
is whether a company has a reasonable 
investment-backed expectation in 
continuing to use its brand name, To be 
reasonable, expectations must take into 
account the power of the State to 
regulate in the public interest. Pace 
Resources. 808 F.2d at 1033. Reasonable 
expectations must also take into account 
the refilatory environment, including 
the foreseeability of changes in the 
regulatory scheme. “In an industry that 
long has been the focus of great public 
concern and significant government 
regulation,” Monsanto, 467 U.S. at 1008. 
the possibility is substantial that there 
will be modifications of the regulatory 
requirements. “Those who do business 
in the regulated field cannot object if the 
legislative scheme is buttressed by 
subsequent amendments to achieve the 
legislative end.” Connolly v. Pension 
Benefit Guar. Corp., 475 US. 211,227 
(1986) (citation omitted); cf. Lucas v. 
South Carobta Coastal Council, 112 S. 
Ct. 2886,2899 (1992) (“[IIn the case of 
personal property, by reason of the 
State’s traditionally high degree of 
control over commercial dealings, [the 
property owner) ought to be aware of 
the possibility that new regulation 
might even render his property 
economically worthless * * * .‘I). 
Participants in a highly regulated 
industry are “on notice that (they] might 
be subjected to different regulatory 
burdens over time.” California Housing 
Sets., Inc. v. United States, 959 F.2d 
955,959 (Fed. Cir. 1992), petition for 
cert. filed, 61 U.S.L.W. 3083 (U.S. July 
22.1992). In contrast, a regulatory 
scheme that appears suddenly may 
interfere with a company’s reasonable 
ex ectations. Id. 

P* t ls~lot reasonable for a company to 
expect to be able to continue 
indefinitely to use a brand name that 
contains a defined nutrient content 
claim. Such an expectation would 
ignore FDA’s Dower to rogulate the food 
label, the regulatory environment of the 
food industry, and the foreseeabiiity 
that FDA would regulate health and 
content claims on the food label. 

FDA’s authority to regulate the food 
label is broad and longstanding. 
Governmental authority to regulate the 
food label has long been recognized. For 
example, the Supreme Court stated in 
1919 that “it is too plain for argument 
that a manufacturer or vendor has no 
constitutional right to sell goods 
without giving to the purchaser fair 
information of what it is that is being 
sold.” Corn Products Refining Co. v. 
Eddy, 249 U.S. 427,431 (1919). With the 

1980 amendments, Congress did not 
suddenly grant the agency new 
authority of the sort that interfered with 
a company’s reasonable expectations 
about the way the food label would be 
regulated, see California Housing Sets.. 
959 F.2d at 959, but rather clarified 
FDA’s authority to define nutrient 
content claims. The authority granted by 
the 1990 amendments was consistent 
with FDA’s existing power over the food 
label. For example, FDA already had 
authority to define common or usual 
names for food and to set standards of 
identity. See, e.g., American Frozen 
Food inst. v. Mathews, 413 F. Supp. 548 
(D.D.C. 19761, affd, 555 F.2d 1059 (D.C. 
Cir. 1977). Moreover, under preexisting 
authority--+.g.. sections 201(fl and (n) 
and 403(a) and (jl-the agency had 
regulated or taken steps to regulate 
nutrient content claims on the food 
label. Although FDA had earlier 
regulated the use of certain nutrient 
content claims, the 1990 amendments 
gave the agency specific authority to 
define terms such as “light” and “low” 
consistently across product categories. 
See, e.g., 136 Congressional @cord 
H12953-54 (Oct. 26,199O) (statement of 
Rep. Madigan). 

Moreover, the food industry is highly 
regulated. Companies are well aware 
that they operate subject to the 
restrictions of the act. Like other 
regulatory schemes, the act has not been 
static, see California Housing Sets.. 959 
F.2d at 959, and companies that are 
subject to the act should understand the 
possibility that its requirements will 
evolve over time. The food industry has 
long been “the focus of great public 
concern and significant government 
regulation,” atid “the possibility was 
substantial” that the government would, 
“upon focusing on the issue,” decide 
that the actions now being undertaken 
are in the public interest. Monsanto, 467 
U.S. at 1009. 

Not only was the industry on notice 
that the regulatory scheme under which 
it operated might be amended, but it 
also had specific notice of the type of 
action FDA might take with respect to 
the food label. FDA promulgated . 
regulations on the use of certam 
nutrient content claims years before the 
1990 amendments were passed. The 
terms “sodium free,” “very low 
sodium,” ” low sodium,” and “reduced 
sodium” are defined in current 5 101.13. 
Current $101.25 governs information 
that may appear on food labels 
regarding fat, fatty acid, and cholesterol 
content. Current S 105.66 controls the 
use of the claims “low calorie,” 
“reduced calorie,” and “sugarfree.” It 
Noufd be unreasonable for a company to 
expect that the agency would forever 
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refrain from further regulation of 
nutrient content claims. 

1 hus, compenies that use brand 
names that contain express or implied 
nutrient content claims lack a 
reasonable investment-backed 
expectation that they will be able to 
continue to use those names. Only with 
the passage of the 1990 amendments 
and the publication of these Enal rules 
does the possibility arise thet s 
company might have a reasonable 
investment-backed expectation in 
continuing to use an approved claim. 
See Ruckelshaus v. Monsanto Co., 467 
U.S. at 1016-1013. 

The final factor that courts oonsider is 
the economic impact of the 
governmental action. “There is no fixed 
formula to determine how much 
diminution in marketvalue is ullowable 
without the Fifth amendment coming 
into play.” Florida Rock Industries, Znc. 
v. United States, 7QiF.2d 693,901 (Fed. 
Cir. 1986). cert. denied, 479 U.S. 1053 
(1987). It is clear, however, that e 
regulation’s economic impact may be 
greet without rising to the level of a 
taking. See Pace Resources. 808; F.2d at 
1031 (citing Haducheck v. Sebastian, 
239 U.S. 394 (1915) (reduction iin value 
from $800,000 to $SO.odo); ZW’Zd v. 
Ambler Realty Co., 272 U.S. 365 (1928) 
(75 perc8nt diminution in vdue));Mere 
denial of the most profitable or 
beneficial use of a property does not 
require a finding that a taking has 
occurred. Timberland, Inc. v. Lake 
Placid 1989 CJZympic Games, Inc., 592 F. 
Supp. 304,313 (N.D.N.Y. 1984); see also 
Andrus v. Alla&, 444 US. 51,66 
(1979); Florida Rock, 791 F.2d at 901. 
Rather, courts look for extensive or 
drastic interference with a property’s 
possible uses. See Pace Resounzes, 808 
F.2d at 1031. 

In assessing whether a regulation 
effects a taking, the Supreme Court has 
considered whether the regulation 
denies an owner the “economically 
viable” use of its property. See, e.g., 
Keystone, 480 U.S. at 499. This analysis 
mvolves looking not just at what has 
been lost, but at the whole “‘bundle” of 
property rights. Andrus v, Allard, 444 
U.S. et 85-66. Courts focus on the 
remaining uses permitted and the 
residual value of the property. Pace 
Resources. 808 F.2d et 1031. Although 
it is undeniable that compliance with 
these regulations will cost money and 
may mean that certain product names 
must be altered, companies will not be 
denied the economically viable use of 
their pro 

Many R 
erty. 
rms will be able to minimize 

the regulations’ impact by reformulating 
those products that do not meet the 
regulations definitions. These 

reformulated products could continue to 
bear the original brand name. 
Reformulation may be costly, but it is 
not the kind of economic impact that 
leads to a taking. “Requiring money to 
be spent is not e taking of property.” 
AtZas Corp., 895 F.2d at 756. Nor may 
companies argue, es one comment did, 
that their lqal and other CMS of 
seeking compensation for losses from 
these regulations should be included in 
the assessment of economic impact. 
These costs are not included in 
celculsting just compensation under the 
fifth amendment., United States v. 
Bodcaw Co., 440 U.S. 202,203 (1979); 
United States v. 10X.80 Acres, 716 F.2d 
714,717 n.5 (9th Cir. 1983). 

Other companies may be able to 
continue using their brand names with 
some, but not all, of their products. 
These companies will retain a residual 
economically viable use of their brand 
names. These companies will retain the 
ability to use their brandnames on some 
of their products. Those with 
trademarks will elso retain the 
important right to prevent other 
companies from marketing under the 
protected name. See PruneYard 
Shoppin +nter v. Robins, 447 U.S. 74, 
82 (lQ86 f (“[Olne of the essential sticks 
in the bundle of property rights is the 
right to exclude others.‘~. ‘They would, 
moreover, he able to market new 
produots that meet the applicable 
d8finition under the brand name. And 
finally, those foods that could not be 
marketed under-the ori 
m8y continue to be sol f 

n&l brand name 
under another 

name that does not violate the. 
re lations. 

pt”, t 1s unlikely that these regulations 
will force any company to stop using a 
brand name entirely. Wowever, even if _ 
these regulations do have s.uch an effect, 
the economic impact of this loss, 
without more, would not establish a 
taking: It is also critical to consider the 
character of the Government’s action 
and its interference with reasonable 
investment-becked expectations, In 
addition, a compan 
lacks a property ri $: 

in this position 
t to continue 

marketing a product under a defined 
term that its food does not meet. See 56 
FR 80856 at 60885, November 27,1991. 
For example, a food that bears a “light” 
claim. but does not meet the definition 
of “light” and cannot be reformulated as 
e “light” 

P not be cal 
roduct is not light end should 
ed “light.” Such a product is 

misbranded not only under section 
403(r) of the act but also under section 
403(a)-that is, even before the passage 
of th8 1990 amendments, its labeling 
was-false or. misleading and in violation 
of the act. See Lucas v. South Carolina 
Coasla~ Council, 112 S. Ct. 2886, 2901 

(1992) (“The use of these properties for 
what are now expressly prohibited 
purposes was elways unlawful l * ‘.“). 

310. One comment inquired why, if so 
many misbranded products were on the 
market before the 1990 amendments, 
FDA did not take action to stop the 
misbrandin . 

III fact, Fiti A did s8nd warnin letters 
to e number of menufecturers w !l 0 were 
making misleading claims. In virtually 
all of these cases, the manufacturer 
removed the misletiding claim from the 
product. The agency would have dose 
more but for lack of resources. .In 
addition, consumer confusion resulted 
as much from the lack of any defined 
standards for claims as from individual 
claims that were objectioneble. To solve 
the problem, it was necessary to address 
it globally by developing a regulatory 
scheme designed speeigcally for 
nutrient content claims. 

311. One comment ed that to 
avoid en unnecessary ta ing, the agency T 
should interpret section 403(r)(Z)(C) of 
the act (the grandfather clause) to epply 
to product line extensions. The 
comment asserts that section 
403(r)(Z)(C) of the act is’ ambiguous and 
reeds FDA’s proposed implementing 
regulation (prop0s8d’~101.13(0)(1)) to 
extend grandfathering to new products 
introduced under an exi&ing brand 
name. 

FDA does not believe the grandfather 
clause is ambiguous but ias rev&d its 
regulation (new $lQl.l3(p)(l)) to clarify 
that the grandfather c&us;e does not” 
apply to product line extensions. The 
grandfather clause provides that 
unapproved nutrient content claims that 
are part of the brand name of a food are 
permitted if the brand name was in use 
on the food before October 25,198Q-- 
not if the brand name was being used 
on some other food before-that date 
(emphasis added). Therefore, new 
products introduced under the same 
brand name sre not covered, Any 
company that started using a preexisting 
brand name on a new product after the 
grandfather date did not have e 
reasonable expectation of being able to 
use the name on that product. 
Therefore, the regulation does not effect 
e taking. 

312. Another comment contended 
that the wording of the grendfetber 
clause demonstrates that a product 
whose brand name includes en 
undefined nutrient content claim is not 
necessarily misbranded under section 
403(a) of the act, which proscribes false 
and misleading labeling. The comment 
reasoned that, where there are two 
brand names thet contain the same 
undefined claim-one grandfathered, 
one not-it would be absurd to AY that 
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the nongrandfathered brand name is 
misleading, but that the grandfathered 
brand name is not. 

The agency agrees that a 
grandfathered brand name is not 
necessarily false or misleading under 
section 403(a) of the act, nor is a 
nongrandfathered brand name that 
makes the same claim. A 
a nongrandfathered bran B 

roduct with 
name that 

makes an unapproved nutrient content 
claim is misbranded under the 1996 
amendments, however, because they 
prohibit the use of undefined claims. 
See section 403(r)(l)(A) of the act. 
Moreover, after the claim has been 
defined, both the grandfathered and 
nongrandfathered product will be 
misbranded under both section 403(a) of 
the act and the 1990 amendments if they 
do not conform to the definition. (See 
section 403(r)(Z)(C).) 

It should be noted that Congress did 
not make a judgment as to whether 
grandfathered brand names are 
misleading or nonmisleading; rather, it 
decided not to disrupt the market until 
FDA had a chance to define the terms 
used in grandfalhered brand names. 
There is no taking of an undefined, 
nongrandfathered brand name because 
companies had no reasonable 
investment-backed expectation of being 
able to use undefined claims after the 
1990 amendments were reported out of 
committee. 

It should be pointed outthat it is the 
statute, not FDA’s regulations, that 
forbids the use of undefined terms in 
nutrient content claims. 

313. The same comment argued that 
because the Patent Office considers the 
comment’s trademark nondeceptive, the 
company has a reasonable, investment- 
backed expectation of being able to use 
the trademark. 

The agency disagrees. FDA, not the 
Patent Office, has primary expertise in 
food labeling, and FDA does not 
consider itself bound by the Patent 
Office’s decision as to whether a 
trademark is misleading. 

314. Two comments argued, citing 
FTC case law, that the policy of the law 
to preserve trade names protects them 
from destruction if less drastic means 
would prevent deception. See Jacob 
Siegel Co. v. FTC, 327 U.S. 608, 612 
(1946); FTCv. RoyaJ MiJJJng%o., 288 
U.S. 212,217 (1933). The comments 
argued that prohibiting certain brand 
names is inappropriate because 
deception can be prevented by adding 
disclaimers or explanations to the brand 
names. One comment said the cited 
cases are rooted in takings doctrine. The 
other asserted that these cases are based 
on first amendment principles. See 
Beneficial Corp. v. FTC, 542 F.2d 613, 

620 (3d Cir, 1976), cert. denied,‘439 U.S. 
983 (1977). 

FDA disagrees with these comments. 
According to Jacob Siegel Co., whether 
prohibition of a trade name is necessary 
“is a question initially and primarily for 
the (agency) * * * [which] is the expert 
body to determine what remedy is - 
necessary to eliminate the unfair or 
deceptive trade practices which have 
been disclosed.” 327 U.S. at 612. In 
another case, the Supreme Court upheld 
the prohibition of a trade name when, 
in the agency’s judgment, the 
prohibition was necessary to prevent 
deception. FTC v. Algoma Lumber Co., 
291 U.S. 67,81-82 (1934). With respect 
to food labeling, no disclaimer or 
explanation could eliminate the 
deceptive effect of a brand name that 
incorporates an FDA-defined term if the 
food on which the brand name appears 
does not meet the definition of that 
term. 

The Supreme Court recently 
acknowledged the protection given to 
trade names in Jacob Siegel and Royal 
MiJJing, which were decided under 
section 5 of the Federal Trade 
Commission Act (15 U.S.C. 45) (the PTC 
act), but also recognized that those 
decisions rested on statutory-not 
constitutional-grounds. The court 
made clear that the holdings of those 
decisions do not carry over to cases 
decided on first amendment principles 
alone: 

ITlhere is no First Amendment rule, 
comparable to the limitation on S 5, requiring 
a State to allow deceptive or misleading 
commercial speech whenever the publication 
of additional information can clarify or offset 
the effects of the spurious communication. 
Friedman v. Rogers, 440 U.S. 1, 12 n.11 
(1979). Like the first amendment, the act 
contains no limitation comparable to 
section 5 of the FTC act. 

Finally, FDA is not bound to follow 
FTC case law. Although cases involving 
FTC may sometimes be relevant, it is 
important to note that fundamental 
differences exist between the regulatory 
schemes administered by the two 
agencies. See EristoJ-Myers Co. v. FTC, 
738 F.2d 554, 559 (2d Cir. 1984) cert. 
denied, 469 U.S. 1189 (1985). Congress 
has long recognized the division of roles 
between the two agencies. See 79 
Congressional Record 4749 (19X5), 
reprinted in “Federal Food, Drug, and 
Cosmetic Act: A Statement of its 
Legislative Record” 286-81 (Charles W. 
Dunn ed., 1938) (statements of Senators 
Copeland and Austin) (FTC 
concentrates on the interests of 
commerce and economic needs, 
whereas the objective of FDA is “the 
health of the people”). The FTC 
regulates unfair competition and trade 

practices, including food advertising. 
See, e.g., 15 U.S.C. 45 and 52. In 
contrast, FDA is a scientific agency 
empowered to regulate the food label, 
among other things. Thus, FTC case law 
does not govern FDA regulation. 
VII. Other Issues 

315. One comment stated that because 
of the range of meanings already 
attached to terms such as “light,” 
“low, ” “free, ” “source of,“’ and 
“reduced,” FDA’s attempt to define 
such terms will not be completely 
successful at eliminating confusion. The 
comment suggested that a better 
approach would have been for FDA to 
create a set of terms, either chosen from 
words not currently used in relationship 
to food or completely made up, to attach 
to their definitions instead of attempting 
to define terms already in vogue. 

In response to this comment 
addressing the agency’s basic approach 
to defining terms used to make nutrient 
content claims, the agency advises that 
many of the terms that it is defining are 
those that the 1990 amendments require 
the agency to define. Section 
J(b)(l)(A)(iii) of the 1996 amendments 
directs the agency to define the terms 
“free,” “low,” “light” or “lite,” 
“reduced,“’ “ less,” and “high” when 
these terms are used to characterize the 
Ievel of any nutrient in food, unless it 
finds that the use of such terms would 
be misleading. The agency has not 
found that any of these terms are 
misleading per se, although some 
consumer confusion as to their 
meanings may exist as a result of the 
variety of ways in which they have been 
used in the marketplace. Providing 
regulatory definitions for these terms 
that must be used by any manufacturers 
that use these terms in their labeling 
should alleviate or eliminate confusion. 
Therefore, the agency does not have the 
prerogative of creating a set of terms for 
nutrient content claims that have not 
previously been associated with claims 
for food as the comment su ested. 

316. One comment stat &at 
nutrient content claims such as “free,” 
“low,” and “reduced” should be 
defined for modified lactose levels in 
foods. 

The agency does not agree -vith this 
comment. These regulation; are 
intended to define nutrient content 
claims for categories of nutrients or 
individual nutrients that are requirec 
for maintaining a diet that meets current 
dietary guidelines (e.g., fiber, 
cholesterol, and fat). Lactose, a sugar 
that occurs in milk, is not a nutrient 
addressed in current dietary guidelines. 
However, labeling in regard to the 
lactose content of a food does have 


